May 1, 1997

Dear Contact Lens Care Product NManufacturer or |nterested Person:

The encl osed GUI DANCE FOR | NDUSTRY- - PREMARKET NOTI FI CATI ON (510(k)) GU DANCE
DOCUMENT FOR CONTACT LENS CARE PRODUCTS represents the special control which
has been determ ned by the Center for Devices and Radi ol ogi cal Health (CDRH)
of the Food and Drug Adm nistration (FDA) as necessary to provide reasonabl e
assurance of the safety and effectiveness of class Il contact |ens care
products (listed bel ow).

Thi s docunent represents the agency's current thinking on the preparation of
510(k)s for contact lens care products. It does not create or confer any
rights for or on any person, and does not operate to bind FDA or the public.
An alternative approach may be used if such approach satisfies the

requi renents of the applicable statute, regulations, or both.

The draft guidance was initially provided to the public on April 1, 1996, at
which tine the agency requested conments frominterested persons. As

di scussed at the July 26, 1996, neeting of the Ophthal m c Devices Pane
(Panel ), FDA has eval uated the coments received and has revised the gui dance
docunent to incorporate changes resulting fromcoments determ ned to have
scientific merit.

PLEASE NOTE THAT THE MAY 1, 1997, DOCUMENT REPLACES THE APRIL 1, 1996, VERSION
AS THE APPROPRI ATE GUI DANCE DOCUMENT THAT CONTAI NS THE " SPECI AL CONTRCOLS'

VWH CH SHOULD BE FOLLOWED FOR SUBM SSI ON OF A 510(k). PLEASE READ THI S
DOCUMENT CAREFULLY BECAUSE | T CONTAI NS | MPORTANT ADDI TI ONS, DELETI ONS, AND
REVI SIONS FROM THE APRIL 1, 1996, VERSI ON.

The Safe Medical Devices Act (SMDA) requires that the Food and Drug
Admi ni stration (FDA) issue an order placing class Ill transitional devices in
class Il if FDA has not determned that the devices nust remain in class I11.
FDA al so requires that appropriate regulatory safeguards (i.e., special
controls) be in effect when reclassification occurs. The order will be
published in the FEDERAL REAQ STER announci ng the reclassification of soft
(hydrophilic) and rigid gas perneable contact |ens care products and heat
disinfection units. Reclassification will be effective 30 days from date of
publication of the order. Devices covered by this reclassification include
generic types of devices as foll ows:

1. Ri gid Gas Perneable Contact Lens Care Products: A rigid gas perneable
contact Tens care product is a device intended for use in the cleaning,
conditioning, rinsing, lubricating/rewetting, or storing of a rigid gas
permeabl e contact lens. This includes all solutions and tablets used
together with rigid gas perneable contact |enses.

2. Soft (Hydrophilic) Contact Lens Care Products: A soft (hydrophilic)
contact Tens care product is a device intended for use in the cleaning,
rinsing, disinfecting, lubricating/rewetting, or storing of a soft
(hydrophilic) contact lens. This includes all solutions and tablets
used together with soft (hydrophilic) contact |enses and heat
disinfecting units intended to disinfect a soft (hydrophilic) contact
| ens by nmeans of heat.
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Speci fic devices covered by this reclassification include:

- Saline Solutions (including dry products/tablets)

- Cl eaners (Daily O eaners and Periodi c C eaners)

- Chemical Disinfecting Products for Contact Lenses

- Mul ti - Purpose Sol utions

- I n-Eye Contact Lens Solutions (e.g., Lubricating and/or Rewetting Drops)
- Heat Disinfecting Units

The recl assification order does not apply to such contact |ens care products
as contact |lens cases and cl eaning accessories (e.g., nechanical cleaning aids
and cl eani ng pads) because these devices have not been separately classified.
In the near future FDA intends to revise 21 CFR 886.5918 and 886.5928 to
i ncl ude such care products as contact |ens cases and cl eani ng accessories
(e.g., nechanical cleaning aids and cl eaning pads). For this reason, we have
|ncluded gui dance on submtting a 510(k) for these contact |ens care products
in the encl osed docunent.

Thi s gui dance should be used for all prenmarket notification subm ssions nade
after reclassification occurs. Mnufacturers should be aware that although
this docunent represents the special control required by SVDA it is expected
to be inmpacted by ongoing policy initiatives within CORH and FDA's efforts to
harmoni ze its data requirenents with international standards. Any significant
updates or changes in data requirenents will be announced at forthcom ng
meetings of the Panel. Although comments received to date have been
considered prior to this revision, interested persons may submt witten
comments at any time, which will be incorporated in future updates of this
guidance if CDRH determ nes that they are appropriate. Coments should be
submtted to:

Docket s Managenent Branch (HFA-305)
Food and Drug Admi nistration

12420 Parkl awn Drive, Room 1-23
Rockville, MD 20857

and

Di vi sion of Ophthal m c Devices

Ofice of Device Evaluation

Center for Devices and Radi ol ogi cal Health
Food and Drug Admi nistration

9200 Corporate Bl vd

Rockville, MD 20850
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The qui dance docunent is available on the CDRH Wirl dwi de web hone page at
"http:IIMMMAfda.gov/cdrh]" You are encouraged to obtain el ectronic copies;
however, 1T you are unable to do so, you may obtain a hard copy by faxing your

request to the Division of Small Mnufacturers Assistance (DSMA) [fax: (301)
443- 8818] .

| would like to take this opportunity to thank the Panel nenbers, contact |ens
i ndustry and other interested persons for taking the tinme and effort to

eval uate and comment on this special controls docunent. In addition, | would
like to thank the nmenbers of the Vitreoretinal and Extraocul ar Devi ces Branch
and ot hers who have worked extrenely hard in preparing this guidance docunent.

Questions concerning this guidance docunment may be addressed to Janes F.
Saviola, OD., or Muriel Gelles at (301) 594-1744.

Sincerely yours

A. Ral ph Rosenthal, MD

Di r ect or

Di vi sion of Ophthal m c Devices

O fice of Device Eval uation

Center for Devices and
Radi ol ogi cal Heal th

Encl osure
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Guidance for Industry

PREMARKET NOTIFICATION (510(k))
GUIDANCE DOCUMENT FOR CONTACT LENS
CARE PRODUCTS

This document represents the agency®s current thinking on the
preparation of a 510(k) for contact lens care products. It does
not create or confer any rights for or on any person and does not
operate to bind FDA or the public. An alternative approach may be
used if such approach satisfies the requirements of the applicable
statute, regulations, or both. The guidance is available on the
Worldwide web on CDRH*s home page at "http://www.fda.gov/cdrh."

While this guidance document represents a final document, comments
and suggestions may be submitted at any time for agency
consideration to Dockets Management Branch (HFA-305), Food and
Drug Administration, 12420 Parklawn Dr., Rm. 1-23, Rockville, MD
20857 or by writing to James F. Saviola, 0.D., Chief,
Vitreoretinal and Extraocular Devices Branch (HFZ-460), Division
of Ophthalmic Devices, Office of Device Evaluation, Center for
Devices and Radiological Health, Food and Drug Administration,
9200 Corporate Blvd., Rockville, MD 20850. This guidance document
replaces the draft PREMARKET NOTIFICATION (510(k)) GUIDANCE
DOCUMENT FOR CONTACT LENS CARE PRODUCTS, which issued on April 1,
1996.

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Center for Devices and Radiological Health
May 1, 1997
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I. INTRODUCTION

The Safe Medical Devices Act of 1990 (SMDA) requires that the Food and Drug
Admi ni stration (FDA) issue an order placing class Ill transitional devices
[e.g., contact |lens care products such as soft (hydrophilic) and rigid gas
permeabl e contact |ens solutions (including dry products/tablets) and heat
disinfection units] in class Il if FDA has not determ ned that the
transitional devices must remain in class Ill. The order, issued by FDA is
effective 30 days after publication in the FEDERAL REA STER. It includes
reclassification of rigid gas perneable and soft (hydrophilic) contact |ens
solutions (including dry products/tablets) and heat disinfection units
(defined in 21 CFR 886.5918, 886.5928, and 886. 5933, respectively) fromcl ass
I1l (premarket approval) into class Il (special controls). This guidance
docunent sets forth the general information and special controls FDA believes
are needed to assure the safety and effectiveness of contact |ens care
products such as rigid gas perneable and soft (hydrophilic) contact |ens
solutions (including dry products/tablets) and heat disinfection units and the
evi dence that denonstrates the substantial equival ence of these devices to

| egal |y marketed devices [21 CFR 807.92(a)(3)]. For purposes of this guidance
docunent, the term"class Il" is used to describe a generic type of contact

| ens care product. However, each manufacturer [i.e., 510(k) hol der] should be
awar e that an unapproved individual contact |ens care product is not a class
Il device until it has been determined to be a class Il device by
classification through the premarket notification (510(k)) process.

Definition of Contact Lens Care Products Covered by this Gui dance Docunent:

A Cass Il contact lens care products are defined in 21 CFR 886.5918 and
886. 5928, and generally include:
- Sal i ne Sol uti ons
- Cl eaners (Daily O eaners and Periodi c C eaners)
- Chemical Disinfecting Products for Contact Lenses (including
Condi tioning Solutions for Hydrophobic Lenses)
- Mul ti - Purpose Sol utions
- I n-Eye Contact Lens Solutions (e.g., Lubricating and/or Rewetting
Dr ops)
- Heat Disinfection Units
B. Cont act Lens Cases and Contact Lens Accessories (e.g., Mechanical

G eaning Aids and Accessory C eani ng Pads):

Al t hough contact |ens cases and contact | ens accessories have not been
separately classified as of the date of this guidance, in the past FDA
has revi ewed applications for these devices through the 510(k) process.
The Center for Devices and Radiol ogical Health (CDRH) believes that it
is appropriate to include guidance for submtting 510(k)s for these
devices in this docunent. At this tinme the Ophthal m ¢ Devices Pane
(Panel') has recommended that contact |ens cases be classified in
class I'l; however, final classification has not occurred to date. The
remai ni ng unclassified | ens care products will be brought before the
Panel for classification in the near future. For this reason we have



i ncl uded gui dance on information that should be included in 510(k)s for
t hese devi ces.

As FDA re-evaluates its data requirenments for contact |ens care products
and works to harnonize its requirenments with international standards,
signi ficant changes in our guidance may be forthcom ng. Such changes
may include nodifications in test nmethods, definitions, and especially
in the design of clinical trials for care products, all of which are now
bei ng considered. Any changes in requirenents will be announced at
forthcom ng neetings of the Panel and copies will be placed on the CDRH
Wor | dwi de web (www) home page at "http://ww. fda. gov/cdrh.” You are
encouraged to obtain electronic copies; however, if you are unable to do
so, you may obtain a hard copy by faxing your request to the Division of
Smal | Manuf acturers Assistance (DSMA) (see list of fax and tel ephone
nunbers at end of the Introduction section).

Pur pose of Docunent:

Thi s docunent is intended to provide conprehensive directions to enable a
manuf acturer of a contact |ens care product to submt a 510(k) that FDA
bel i eves adequately denonstrates whether the device is substantially
equivalent to a legally marketed devi ce.

Thi s docunent represents the agency's current thinking on the preparation of a
510(k) for contact lens care products. It does not create or confer any
rights for or on any person and does not operate to bind FDA or the public.

An alternative approach may be used if such approach satisfies the

requi renents of the applicable statute, regulations, or both. It sets forth
the preclinical and clinical testing that FDA believes woul d be acceptable to
est abl i sh substantial equival ence as required by section 513(i) and 513(f) of
the act.

VWil e use of this docunment to prepare preclinical and clinical protocols wll
not ensure investigational device exenptions (IDE) approval or 510(k)

cl earance, follow ng the recommendati ons of this document should ensure that
the necessary tests are conducted. A substantial equival ence determ nation
for a 510(k) can be expected to followif tests are conducted properly, data
are adequately anal yzed and presented, applications are subnitted in
accordance with applicable regulations, and the test results show that the
contact lens care product is substantially equivalent to a |egally-marketed
contact |ens care product.

Persons may choose to follow the guidance herein or may follow di fferent data
col l ection and preparati on procedures and protocols. |If a person chooses to
follow different collection and preparation procedures and protocols, a person
may discuss the matter in advance with CDRH to prevent the expenditure of
money and effort on an activity that may | ater be deternmined to be
unacceptable. If alternate procedures are used, the applicant should be
prepared to denonstrate to CDRH s satisfaction that such procedures
denonstrate the substantial equivalence in terns of safety and effectiveness
to the predicate device

Qui dance is provided on the preclinical and clinical tests which should be
used to denonstrate substantial equivalence. |If clinical performance data are



needed, this guidance provides directions for obtaining an | DE [see
I nvesti gati onal Device Exenptions (21 CFR 812) section].

The conprehensi ve gui dance docunent includes matrices and descriptions of the
types of preclinical testing (e.g., manufacturing/chem stry, toxicology, and
m cr obi ol ogy) that should be conpleted prior to submtting a 510(k) or, if
clinical performance data are necessary to denonstrate substanti al
equi val ence, prior to seeking |IDE approval froman institutional review board
(I'RB). The document al so includes reconmended test nethods for neeting these
requirenents.

The clinical portion of this docunment includes the major elenments of clinica
performance data coll ecti on and suggested net hodol ogies to be included in the
protocol. The clinical protocol is part of the investigational plan that nust
be submitted to an IRB in order to obtain approval of an |IDE under 21 CFR Part
812.

O her el enents of the guidance docunent include: (1) general information on
t he applicable regul ations and requirenments for |abeling of contact |ens care
products, (2) requirements for nodifications of a |legally marketed contact

| ens care product (see manufacturing/chem stry, toxicology, and clinica
recomendati ons), and (3) general information needed in a 510(k) subm ssion

Preclinical or clinical data in other docunents on file with CDRH may be

i ncorporated by reference into a 510(k). To be referenced, docunents such as
| DEs, 510(k)s, premarket approval applications (PMAs) or device master files
(DVMFs) shoul d have been submitted by the applicant, or the applicant should
provide CDRH with appropriate authorization fromthe submtter. This

aut hori zation should be in the formof a letter addressed to the Docunent Mi
Center, HFZ-401, CDRH, 9200 Corporate Blvd., Rockville, Mryland 20850,
referencing the correct docunent numnber.

The Division of Ophthal mc Devices (DOD) should be consulted if questions
remain after reading this docunment (see list of tel ephone nunbers at end of
I ntroducti on section).

Perti nent Regul ati ons:

The FDA regul ations especially relevant to class Il contact |ens care products
are:

Devi ce O asses (section 513(a)(1l) of the act)
Est abl i shment Regi stration and Device Listing for Manufacturers of
Devi ces (21 CFR 807)

- Premar ket Notification Procedures (21 CFR 807, Subpart E)

- I nvesti gati onal Device Exenptions (21 CFR 812)

- Protecti on of Human Subjects; Informed Consent (21 CFR 50)

- Institutional Review Boards (21 CFR 56)

- Good Laboratory Practice for Nonclinical Laboratory Studies
(21 CFR 58)

- Determ nation of Safety and Effectiveness (Defines Valid
Scientific Evidence) (21 CFR 860.7)

- Good Manufacturing Practice for Medical Devices: Ceneral

(21 CFR 820)



- Medi cal Devi ce Reporting (21 CFR 803)
- Labeling [21 CFR 801 (see Section V, Labeling)]

Each of these regulations is briefly discussed bel ow

Devi ce O asses [Section 513(a)(1) of the Act]:

Class Il devices are subject to both general and special controls. Cenera
controls include the prohibition on adulteration (section 501 of the act);
prohi bitions on m sbrandi ng (section 502 of the act); banned devices

(section 516 of the act); notification of risks and repair, replacenent, or
refund (section 518 of the act); records and reports (section 519 of the act);
restricted devices (section 520(e) of the act), good manufacturing practices
(section 520(f) of the act); registration of establishnents (section 510 of
the act); listing of devices (section 510(j) of the act); and subm ssion of a
premar ket notification (section 510(k) of the act). Special controls may

i ncl ude the pronul gati on of performance standards, postmarket surveillance,
patient registries, devel opnent and di ssem nati on of guidelines [including
gui delines for the subm ssion of clinical data in 510(k) subm ssions in
accordance with section 510(k)], recommendati ons, and other appropriate
actions as deened necessary to provi de reasonabl e assurance of the safety and
effecti veness of the device.

Est abl i shment Regi stration and Listing for Manufacturers of Devices
(21 CFR 807):

Medi cal device manufacturers, initial distributors (U S. inporters), and
distributors are required to register their establishments by supplying CDRH
with the information required on registration form FDA 2891 (Initial

Regi stration of Device Establishments). Mnufacturers are also required to
list their devices in comrercial distributionin the U S by conpleting form
FDA 2892 (Medical Device Listing). Foreign manufacturers may, but are not
required to register; however, they nust list their devices. Questions about
registration and listing may be addressed to DSMA (see fax and tel ephone
nunbers at the end of the Introduction section).

Premar ket Notification Procedures (21 CFR 807, Subpart E)

Most devices are cleared for conmercial distribution or marketing in the U S
t hrough the 510(k) process. In this process, the manufacturer makes a 510(k)
subm ssion to CDRH and nust receive a letter (order) from CDRH perm tting
comercial distribution. This order is based on CORH s finding the device
substantially equivalent to a device legally marketed in the U S. The

manuf acturer nust provide in the subm ssion, anong other things, evidence of
such substantial equival ence. What constitutes substantial equival ence is
explained in section 513(i)(1)(A) of the act. Substantial equival ence neans
that a device has the sane intended use and the sane technol ogi ca
characteristics (i.e., design, material, function, and other simlar features)
as the predicate device; or has the sane intended use and new t echnol ogi ca
characteristics, but it can be denonstrated that the device is as safe and
effective as the predicate device and does not raise different types of
guestions regardi ng safety and effectiveness fromthe predicate device.

The 510(k) notification requirement applies (21 CFR 807.81): whenever a
manuf acturer markets a device for the first tine; when there is a change in
the i ntended use; or whenever a legally marketed device is nodified in a way



that could significantly affect its safety and effectiveness. It is not

i ntended that a 510(k) be submtted for every change, but only where such
changes could significantly affect safety or effectiveness. CDRH believes
that the manufacturer is best qualified to nmake the initial determ nation
whi ch shoul d be based on the exercise of good judgnent, adequate supporting
data, and sufficient docunentation in conjunction with general witten
policies and guidance from CDRH. The manufacturer should be aware, however,
that if he or she makes a decision not to submit a new 510(k), CDRH can
overrul e that decision and take appropriate regulatory action. |If a
manuf act urer does nmake a change or nodification to the device and does not
submt a 510(k), he or she should docunment the reason for not submitting a
510(k) in the good manufacturing practice (GW) device master record and make
it available to FDA upon request.

Subpart E of 21 CFR 807.81 (Premarket Notification Procedures) provides

gui dance on the type of changes for which an applicant nmust submt a 510(k) if
t he change could significantly affect the safety and effectiveness of the
device. Additionally, you should contact DSMA (see fax and tel ephone nunbers
at the end of the Introduction section) to obtain a copy of the nobst recent
CDRH general gui dance on changes to an existing device that may require

subm ssion of a new 510(k). Manufacturers should be aware, however, that a
devi ce specific gui dance docunent such as the "GU DANCE FOR | NDUSTRY- -
PREMARKET NOTI FI CATI ON (510(k)) GU DANCE DOCUMENT FOR CONTACT LENS CARE
PRODUCTS" supersedes or provides additional guidance to a CDRH general

gui dance invol ving device nodifications that may require subm ssion of a new

510(k). If, after attenpting to evaluate the change, manufacturers are stil
uncertain about the need for a 510(k), they may wite a letter explaining the
changes in detail, referencing the 510(k) nunmber, and mail it to the Docunent

Mai |l Center, CDRH (address above).

Once a 510(k) has been submitted, additional information may be requested by
CDRH, in which case the 510(k) application will be placed on hold. A letter
is issued stating that the file will be retained for 30 days while waiting for
the submitter's response. |If a response is not received within 30 days, the
510(k) may be deleted. The submitter should respond within 30 days or, if the
30-day period cannot be met, request an extension by letter to the Docunent
Mail Center, CDRH (address above), referencing the 510(k) nunmber. WWen CDRH
recei ves the additional information, the review period begins again. This
happens each tine additional information is requested.

Premar ket notification review allows CDRH to find not substantially equival ent
(NSE) devices that: (a) present new types of questions of safety and/or

ef fectiveness relative to the predicate devices; (b) appear to performless
safely or effectively than |l egally nmarketed devices; and (c) have indications
that are a new i ntended use.

If CDRH determ nes that a device is NSE, the manufacturer may appeal the NSE
decision, file a reclassification petition, or submt a PMA. \Wen a
manuf act urer and CDRH di sagree about the NSE decision for a device, the

foll owi ng applies:

- A 510(k) that is determined to be NSE is automatically classified
into class Ill, and unless reclassified into class | or I1l, is
subj ect to premarket approval. The manufacturer may request



reconsi deration of an NSE deci sion. The 510(k) Staff may be
contacted for informati on on how to request reconsideration of an
NSE deci sion (tel ephone nunber at end of the Introduction

section).

- Under section 513(f) of the act, a manufacturer of a class |11
device may petition CDRH for reclassification of this device into
class | or class Il. CDRHw Il refer a petition to the

appropriate FDA advisory panel for review and recommendati on. The
content and format requirements of a reclassification petition are
in 21 CFR 860.123

- If determined to be NSE because of |ack of performance data, the
manuf acturer may resubmit another 510(k) with additional data.

A 510(k) should be dated, and list the applicant's (subnmitter's) nane,
address, contact person (if different fromapplicant), tel ephone nunber, and
nmust be signed by the applicant. The 510(k) should contain a table of
contents, be submitted in duplicate on standard sized paper wth pages
nunbered, securely bound (if necessary), and three-hole punched. The
manuf act urer shoul d designate in the cover letter that the submssion is a
"510(k) notification.” Al attachments to the 510(k) subm ssion should be
appropriately identified. The general information section should include:

- the trade name (proprietary name) for the device;

- the identification of the predicate or legally marketed device to
whi ch substantial equival ence i s being clained,

- t he conmon nanme or the classification nane (21 CFR 807.87) of the
devi ce;

- a description of the device that is the subject of the 510(k);

- a statenent of the intended use of the device;

- a statenent of how the technol ogi cal characteristics of the device

conpare to those of the predicate device

- the establishment registration nunber [although not required in a
510(k), the applicant will need to register his or her
establ i shnent within 30 days of product rel ease];

- the address of the manufacturing facility/facilities, including
the sterilization site(s);

- the class in which the device has been placed (class I, I, or
I11) under section 513 of the act, and, its appropriate panel, if

known (if the submitter determ nes that the device has not been
classified, a statenment of that determi nation and the basis for
that determ nation);

- the reason for the premarket notification [e.g., a new device or a
nodi fication to an existing device (if the 510(k) is for a
nodi fication, describe in detail the reason for the nodification
and provide the equival ent device's 510(k) nunber)];



- conpliance with the requirenments of the act under section 513
special controls (class Il devices);

- copies of draft |abeling and avail abl e advertising for the device;

- engi neering drawi ngs (for care products such as heat disinfection

units, lens cases, etc.);

- under 21 CFR 807.92 and 807.93 the 510(k) submitter nust include
either a summary of the safety and effectiveness information upon
whi ch the substantial equival ence determ nation is based, or a
statenment in the 510(k) that the submitter will nake avail able the
safety and effectiveness information to interested persons upon
request. |If a statenent is provided, it should be (1) dated (2)
signed by the certifier, (3) nade on a separate page of the
premar ket notification subm ssion, and (4) clearly identified as
"510(k) statement” which contains the foll ow ng:

"I certify that, in ny capacity as [The Position Held
I n Conpany by Person Required To Submit The Prenarket
Notification, Preferably The Oficial Correspondent In
the Firm, of [Conpany Nanme], | will nake avail able
all information included in this premarket
notification on safety and effectiveness within 30
days of request by any person if the device described
in the premarket notification subm ssion is determ ned
to be substantially equivalent. The information I
agree to nake available will be a duplicate of the
premar ket notification subm ssion, including any
adverse safety and effectiveness information, but
excluding all patient identifiers, and trade secret
and confidential conmercial information, as defined in
21 CFR 20.61."

- a dated and signed statenment certifying that the submtter
bel i eves, to the best of his or her know edge, that all data and
information submtted in the premarket notification are truthfu
and accurate, and that no naterial fact has been onmtted in
accordance with 21 CFR 807.87(j).

Subpart E of Section 807 of 21 CFR and the bookl et "Premnarket

Notification 510(k): Regulatory Requirenments for Medical Devices" (HHS
Publ i cati on FDA 92-4158) provide detail ed expl anati ons and exanpl es of ways

t hat compani es can conply with the 510(k) requirenments. DSMA can provide you
with the regul ation and this booklet, answer questions, and provi de gui dance
regarding the regulatory process. DSMA's fax and tel ephone nunbers are listed
at the end of the Introduction section.

I nvesti gati onal Device Exenptions (21 CFR 812):

Data fromclinical testing may be necessary to denonstrate the substanti al
equi val ence of a contact lens care product to a |legally narketed device. To
collect these clinical data, an approved IDE is required before the sponsor
(usual ly the manufacturer) can distribute investigational medical devices for
clinical testing. The IDE regulation describes procedures for obtaining an



approved IDE and outlines the responsibilities of a sponsor and an
i nvestigator during a clinical investigation with a nedical device.

FDA considers clinical studies of certain solutions intended to be used
directly in the eye to be significant risk investigations which require both

| RB and FDA review and approval prior to initiating clinical studies.

Exampl es of significant risk investigations include studies of: (1) solutions
contai ni ng new types of active ingredients that have no history of ophthal mc
use and cannot be adequately characterized froma safety standpoint by the
preclinical testing contained in this guidance, or (2) solutions containing

bi ol ogi ¢ or pharmaceutical ingredients that could present a risk to the health
and safety of the subjects, and would invol ve overlapping jurisdiction with
other Centers within FDA

FDA consi ders nost clinical studies of contact |ens care products to be non-
significant risk investigations since the active ingredients can be adequately
characterized froma safety standpoint by the preclinical testing contained in
this gui dance. The abbreviated requirenents of the |IDE regul ation

[21 CFR 812.2(b)] apply for non-significant risk investigations, which
basically require the foll ow ng:

1. The sponsor must submit and obtain approval for a non-significant
ri sk device study froma properly constituted IRB (21 CFR 56), or
FDA if no IRB exists (21 CFR 812.62(b)), prior to distributing
devices for a clinical investigation (21 CFR 812. 30).

2. Al test subjects nust give their inforned consent (21 CFR 50)
before being treated with the investigational device. |nforned
consent is obtained on a witten form advi sing the subjects of
their rights as voluntary research subjects, apprising subjects of
ri sks, benefits, and alternate procedures, if any, and test
procedures invol ved.

3. Al'l investigations nmust be properly nonitored.

4. Certain recordkeepi ng and reporting requirenents nust be nmet [see
21 CFR 812.2(b) (1) (v)-(vi)].

FDA revi ew and approval is not required for an investigation of a non-
significant risk device. A sponsor needs to obtain |IRB approval and foll ow
the requirenents of 21 CFR 812.2(b)(1)(i) through (vii).

Under the abbreviated requirements for non-significant risk device clinica
studies (21 CFR 812.2(b)), an IRB nust determne that a particul ar contact

| ens care product poses a non-significant risk. For a device investigation to
be determ ned to be non-significant risk, a sponsor nust provide an IRB with a
statenment of why the investigation does not pose a significant risk, and the

I RB must agree with this assessnent. The |IRB nust al so approve the

i nvestigation as a non-significant risk study.

| RBs should be provided with all information necessary to reach a sound
decision. This information, in the case of a contact |ens care product,
shoul d i nclude informed consent forns and the clinical protocol. It is

important to note that, in the case of non-significant risk investigations,
al t hough preclinical data are not required to be submtted to CORH until a
510(k) is submitted, the sponsor should conduct preclinical tests prior to



initiating a clinical study to predict product performance and to protect the
heal th of the subjects. The purpose of preclinical tests is to evaluate
whet her subjects will be at undue risk, and thus preclinical test results
shoul d be submitted to the IRB for its review prior to testing in humans.

| DE Study Design:

Sponsors of investigations should consider carefully how to adequately
denonstrate the substantial equival ence of their specific devices to legally
mar ket ed devi ces and design their study to assure that the data provide valid
scientific evidence, as defined in 21 CFR 860.7; to answer all clinica

obj ectives properly; and to forma sound basis to support the intended use and
clain(s) being made in the |abeling.

Manuf acturers should carefully review the clinical recommendations in this
gui dance document, whi ch have been designed to assist in devel opi ng adequate
clinical protocols. |In addition, they should consult with the DOD scientific
staff, if necessary, when preparing their clinical protocol. The preparation
of an adequate protocol is one of the nost inportant aspects of the clinica

i nvestigation and essential for a successful 510(k) when clinical performance
data are required to denonstrate substantial equival ence. The protocol should
be designed to fully support the proposed | abeling claims) and intended use
of the device. The sponsor is responsible for ensuring that the study design
is appropriate and that all necessary tests are conpleted. |If alternative
tests are nore appropriate than those listed or additional tests nust be
conducted, the overall design of the study and its justification are the
responsibility of the study sponsor

Information available to sponsors includes the IDE regulation (21 CFR 812) and
related information. Please contact the IDE Staff or DOD for further guidance
(see tel ephone nunmbers at the end of the Introduction section).

Protecti on of Human Subjects; Informed Consent (21 CFR 50):

The fundanental purposes of I RB review and of inforned consent are to assure
that the rights, safety, and welfare of subjects are protected. A signed

i nformed consent formis evidence that the information required by

section 50.25 has been provided to a prospective investigational subject. |IRB
review of the formto ensure that the subject is given adequate information
concerning the study serves a dual function: protection of the subject and
docunentation that the institution conplied with applicable regul ations.

I nf or med consent nust be obtained in accordance with the infornmed consent
regul ati on, and any infornmed consent formused nust enbody the el ements of

i nfornmed consent required by 21 CFR 50.25. The consent formitself is an aid
to ensure that adequate information is provided to the subject. The signed
consent form provides docunentation of a subject's consent to participate in a
study. The entire inforned consent process involves giving a subject

i nformati on concerning the study, providi ng adequate opportunity for the

subj ect to consider all options, responding to the subject's questions,
ensuring that the subject has conprehended this information, and, finally,
obt ai ni ng the subject's voluntary consent to participate. Inforned consent
must be docunented pursuant to 21 CFR 50.27 and is required by 21 CFR 50. 20
for all subjects in clinical investigations of medical devices. Specific
guestions may be addressed to the IDE Staff (see tel ephone nunber at the end
of the Introduction section).



Institutional Review Boards (21 CFR 56):

An IRB is a board, conmttee, or other group formally designated by an
institution to review, to approve the initiation of, and to conduct conti nui ng
revi ew of bionedi cal research involving human subjects in accordance with FDA
regul ation. The purpose of IRB reviewis to assure that:

- risks to subjects are mninzed, and are reasonable in relation to
antici pated benefits;

- sel ection of subjects is equitable;

- i nformed consent will be sought from each prospective subject or

the subject's legally authorized representative and will be
docunent ed;

- where appropriate, the research plan makes adequate provision for
monitoring the data collected to ensure the safety of subjects;
and

- there are adequate provisions to protect the privacy of subjects

and to maintain the confidentiality of data.

The 1 RB regul ati on outlines menbership and review requirenments. Al |RBs nust
conformto and conply with all requirenents in this regul ation

Speci fic questions may be addressed to the IDE Staff (see tel ephone nunber at
the end of the Introduction section).

Good Laboratory Practice (GP) for Nonclinical Laboratory Studies (21 CFR 58):

The purpose of this regulation is to assure the high quality of nonclinica

| aboratory testing required to evaluate the safety of nedical devices.
Sponsors should state in all subm ssions whether or not nonclinical |aboratory
tests were conducted in accordance with this regulation. Wen procedures are
not conducted in accordance with the GLP regulation, justifications should be
provi ded.

Speci fic questions may be addressed to the IDE Staff (see tel ephone nunber at
the end of the Introduction section).

Determ nation of Safety and Effectiveness (Defines Valid Scientific Evidence)
(21 CFR 860.7):

This regul ati on defines what does and does not constitute valid scientific

evi dence for the purpose of determ nation by FDA that there is reasonable
assurance that a device is safe and effective for its intended use. Al though
a 510(k) only requires a denonstration of substantial equivalence to a legally
mar ket ed device, this denonstration is in ternms of the device being as safe
and as effective as a legally narketed device and that the device does not
raise different types of questions of safety and effectiveness than the

predi cat e device.

Speci fic questions about the interpretation of this regulation should be
addressed to DOD (see tel ephone nunber at the end of the Introduction
section).



Good Manufacturing Practice for Medical Devices: GCeneral (21 CFR 820):

The Good Manufacturing Practice (GW) for Medical Devices General Regul ation
requi red by section 520(f) of the act, covers the nmethods used in, and the
facilities and controls used for, the design, manufacture, packagi ng, storage,
and installation of devices. It covers the follow ng general areas:

organi zati on and personnel; buil dings; equipment; controls for conmponents,
processes, packagi ng, and | abeling; device holding, distribution, and
installation; device evaluation; device and manufacturing records; conpl aint
processing; and quality assurance (QA) system audits.

SMDA anends section 520(f) of the act to authorize the inclusion of
preproduction design validation in the GW regulation. A revised GW
regul ati on was published in the FEDERAL REGQ STER on Cctober 7, 1996
[61 FR 52601] that incorporates preproduction design controls.

Speci fic questions on GW requirenents may be addressed to DSMA (see fax and
t el ephone nunbers at the end of the Introduction section).

Medi cal Device Reporting (21 CFR 803):

The Medi cal Device Reporting (MDR) regul ation requires all manufacturers of
medi cal devices to report to FDA within 30 days whenever the firms receive or
ot herwi se becone aware of information that reasonably suggests that one of
their marketed devices: (1) may have caused or contributed to a death or
serious injury; or (2) has mal functioned and that the device or any other
simlar device would be likely to cause or contribute to a death or serious
injury if the malfunction were to reoccur

Manuf acturers and inporters of devices are required to establish and maintain
an MDR file and to permt any authorized FDA enpl oyee at reasonable tinmes to
have access to, and to copy and verify the records contained in this file.
FDA consi ders any expression of dissatisfaction, be it oral or witten,
regarding identity, quality, durability, reliability, safety, effectiveness,
or performance of a device, to be a conplaint. However, not all conplaints
meet the MDR reporting criteria.

Copi es of the MDR regul ati on and an FDA publication entitled, "An Overview of
t he Medi cal Device Reporting Regulation,” are avail able by contacting DSVMA
(see fax and tel ephone nunbers at the end of the Introduction section).

Managenent lnitiatives:

On June 30, 1993, new policies to i nprove the device approval process were
announced by CDRH. These new policies are as foll ows:

- Expedited review: To assure that those devices which represent
maj or advancenents in medical care reach the market w thout delay,
CDRH has put into effect a "fast track" review systemfor them
These device applications will be placed in a separate queue and
not treated under the usual "first-in, first-reviewed" policy.
Included in the expedited review category will be devices used to
treat serious conditions for which no alternative treatnments exi st
and devices that offer decidedly greater clinical benefits or
| ower risks than existing technol ogies.



- Refuse-to-accept policy: In the past, inadequate and inconplete
applications wasted a great deal of CORH s tinme. Reviewers were
obliged to "re-cycle" these applications, going back to the
conpany repeatedly to request needed information or to clarify
poorly presented data. To address this problem the agency has
established a "refuse-to-accept” policy that will specify the
mnimmcriteria for accepting an application. |If these are not
met, the application will be rejected.

Sonme specific reasons to refuse to accept a 510(k) submi ssion for
contact lens care products would be failure to include

i nformati on establishing substantial equival ence, a 510(k) summary
of safety and effectiveness or 510(k) statenent, or a truth and
accuracy statenent.

- Setting review priorities using risk assessment (previously called
“"Triage™): Early in the review process, CORH will determ ne the
potential health hazard posed by each device and will focus nost
of its attention on those devices that pose a significant risk to
patients. Devices with mininmal risk potential will receive a |less
extensi ve revi ew.

To achieve this, three review tiers have been identified:

Tier | - Essentially a focused |abeling review for intended
use/indications for use; Tier Il - Routine scientific and |abeling
review (the majority of 510(k)s will be in this tier); and
Tier 11l - Intensive scientific and |abeling review, using a team

revi ew approach, for all first and second of a kind devices
utilizing new technol ogy or having new intended use(s), as well as
ot her devices determned by their inherent risk to require an

i ntensive revi ew

Contact |lens care products, including solutions that incorporate
traditional preservative systens and intended uses, are currently
assigned to a Tier Il review

- Status reports to manufacturers: |In the past, device
manuf acturers have often not been able to determine the status of
their 510(k) subm ssions as they proceed through the review
system This has proven a nmajor source of frustration
particularly since lack of information can interfere with sound
busi ness planning. To address this problem CDRH has established
a conputerized system through which manufacturers will receive a
status report on their 510(k) subm ssions within 3 days of
requesting it, if the application has been under review over 90
days.

More information is avail able on each of these policies in ODE Bl ue Book nenos
avai | abl e by contacting DSMA (see fax and tel ephone nunbers at the end of the
I ntroducti on section).

Speci al Control s:

Thi s gui dance docunent sets forth the special controls which have been
determned at this tinme by CORH to be necessary to provide reasonabl e
assurance of the safety and effectiveness of class Il contact |ens care



products in the absence of an applicable standard. These special controls
consi st of the recomended protocols for the preclinical and clinical data
that FDA bel i eves establish substantial equival ence under section 513 of the
act and identify nodifications to contact |ens products that FDA believes
woul d require subm ssion of a new 510(k) and | abel i ng gui dance.

CDRH has carefully considered these recomendati ons, but al so recogni zes that
it is inportant to be open-m nded about new tests which can be, and are,
suggested. If different procedures are chosen by the applicant, a ful
justification should be submtted. The justification should clearly explain
how t he alternative procedure can provide the valid scientific evidence needed
to denonstrate substantial equival ence. The absence of any justification and
supporting evidence may nean that the application will be found unacceptabl e
during scientific review

DOD may be consulted prior to the initiation of any tests if, after reading
t he gui dance docunent, questions remain concerning a specific test
recomendati on for a contact |ens care product (tel ephone nunber |isted

bel ow) .

Fax and Tel ephone References:

DSMA: Fax: (301) 443-8818 (For copy of guidance docunent, refer to shelf
nunber 674)
Tel ephone: (800) 638-2041 or (301) 443-6597

DOD:  Fax: (301) 480-4201
Tel ephone: (301) 594-1744

IDE Staff: Tel ephone: (301) 594-1190
510(k) Staff: Tel ephone: (301) 594-1190
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GENERAL MANUFACTURING INFORMATION

This section of the guidance contains the general manufacturing information
that should be submitted in a 510(k) for contact |ens solutions and tablets.

For

pur poses of this guidance, we have focused primarily on active

i ngredi ents. However, nmanufacturers should al so assess the effects of

i nactive ingredients (e.g., buffering agents and tablet coatings) on such
factors as pH, tonicity, solution conpatibility, enzymatic activity,
preservative effectiveness, disinfection efficacy, preservative

upt ake/ rel ease, and critical mcelle concentration of surfactant.

In 510(k) subm ssions, applicants should provide the general information
listed below as well as the information in Section Il (Product Specific

Qui dance), Section V (Labeling), and other applicable sections of the

gui dance. Applicants are rem nded that when test data are subnmitted, conplete
reports of the tests as well as summary information should be included in the
510(k).

A

CGeneral Manufacturing Information for Contact Lens Sol uti ons and
Tabl et s:

The applicant should docunment and summarize the foll ow ng
manuf act uri ng/ chem stry i nformation

1. Chemi cal Conposition of the Contact Lens Sol ution or Tablet:

The chem cal conposition of the contact |ens solution or tablet
shoul d include all active and inactive ingredients and their
functions.

Note: For purposes of this guidance:

- An "active ingredient” is generally defined as any chemical
component that is included in the formulation of a contact
lens solution or tablet in sufficient concentration to
achieve the intended purpose of the specific product (e.g-,
a surfactant for a daily cleaner, an anti-microbial agent
for a disinfecting product, an enzyme for an enzymatic
tablet or a preservative for preserved lens care products).

- An "inactive ingredient” is generally defined as any
chemical component other than an active ingredient (e.g-,
buffering agents and water) that is included in the
formulation.

If the components neet United States Pharmacopoeia (USP), Nationa
Formulary (NF), or Anerican Chenical Society (ACS) specifications,
this should be noted. |If sorbic acid is used as a conponent,

al dehyde should be quantified and its specification justified.

For any non-conpendi al conponent, the applicant should establish
approved raw material specifications in accordance with GWs and
submt themin the 510(k) (e.g., characterization data on this
conponent and/or analytical results from manufacturing batches
used for preclinical and clinical tests).
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VWhen applicable, a side-by-side conparison of the conposition of
t he new devi ce conpared to the predicate device should be
provided. |If the new solution or tablet is identical to the
predi cate device in terns of concentrations of active and inactive
i ngredients, the general manufacturing information can be linmted
to a description of the manufacturing process with a flow chart,
denmonstration of product sterility and sterilization validation
shel f-l1ife data, and a description of the packagi ng, including
tanmper resistant features. |If the new solution or tablet is not
identical to the predicate device in terns of concentrations of
active and inactive ingredients, all general manufacturing

i nformati on outlined bel ow shoul d be addressed in the 510(k).
VWhenever new clains are nade for a marketed device, supporting

i nformati on shoul d be provided.

A brief description, including a flow chart, of the nmanufacturing
process shoul d be provided.

Sterility: In accordance with 21 CFR 800.10, all contact |ens
solutions should be sterile. Sterility should be denonstrated
using USP <71>, Sterility Tests, or by an equivalently validated
sterility test method. Product sterility or validated package
integrity testing should be performed to support the shelf-life
requested in the 510(k). [Section VI.E (Shelf-Life Protocol)].

For general information and references dealing with the

devel opnent and validation of sterilization cycles, manufacturers
should refer to USP <1211>, Sterilization and Sterility
Assurance/ General Information. Mnufacturers should validate
their product sterilization system(s) and cycle(s) using a

sui tabl e validation nmethod and denonstrate the efficacy and
conpatibility with the product and/or container. Mnufacturers
shoul d use the nost recent edition and include reference(s) for
the validation nmethod in the 510(k). Sone additional references
on sterilization validation nethods are provided bel ow

- ANSI / AAM /1 SO 11134: Sterilization of health care products
- Requirenents for validation and routine control -
I ndustrial noist heat sterilization

- ANSI / AAM /1 SO 11135: Medi cal devices - Validation and
routi ne control of ethylene oxide sterilization

- ANSI / AAM /1 SO 11137: Sterilization of health care products
- Requirenents for validation and routine control -
Radi ation sterilization.

- | SO TR 13409: Sterilization of health care products -
Radi ation sterilization - Substantiation of 25 kGy as a
sterilization dose for small or infrequent production
bat ches.

- Val i dation of Aseptic Filling for Solution Drug Products.
Techni cal Monograph No. 2. Parenteral Drug Association
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- Quideline on Sterile Drug Products Produced by Aseptic
Processi ng June 1991. Prepared by: Center for Drug
Eval uati on and Research, Center for Biologics Evaluation and
Research, and O fice of Regulatory Affairs, FDA

- USP <1211> Sterilization and Sterility Assurance of
Conmpendi al Articles: Aseptic Processing.

In accordance with the Ofice of Device Evaluation (ODE) 510(k)

Bl ue Book Menorandum #90-1 dated February 12, 1990, the applicant
shoul d provide the following information in the 510(k) subm ssion
to support validation of a traditional sterilizing system][e.gqg.

st eam under pressure, ethylene oxide (ETO, gamma radiation or
aseptic fill process]:

a. the sterilization nethod that will be used;

b. a description of the nmethod that will be used to validate
the sterilization cycle, but not the validation data itself;

C. the sterility assurance |evel (SAL) which the manufacturer
will neet;

d. a description of the packaging to maintain the device's

sterility (this should not include the package integrity
testing data);

e. if sterilization involves ETO the nmaxi num|evels of
resi dues of ETO, ethylene chlorhydrin, and ethyl ene glyco
whi ch remain on the device or conponents of the device
(e.g., bottles or container closure systen); and

f. the radi ation dose, if radiation sterilization will be used.

Applicants should provide, in the 510(k), a description of the
qual ity assurance procedures and sterility test nethods used to
provide routine sterility assurance.

Mcrobial Limts Test: Manufacturers of nonsterile contact |ens
products marketed in dry or tableted formul ati on shoul d submit
data fromUSP microbial limts testing to denonstrate acceptable
m cr obi ol ogi cal quality, when applicable. These data may be
omtted if the manufacturer provides data denonstrating that the
| evel of the active ingredient concentration is inhibitory.

In accordance with 21 CFR 800. 10(b), contact |ens sol utions
packaged in nmulti-dose containers should be fornul ated and
packaged as to volunme and type of container and appropriately

| abel ed to afford adequate protection and minimze the hazard of
injury resulting fromcontam nation during use (e.g., preserved
mul ti-dose solutions, unit-dose containers, discard tine periods).

Preservative Effectiveness: Manufacturers of preserved sol utions
shoul d denonstrate preservative effectiveness initially and at the
shelf-life requested in the 510(k). See Section VI (Recommended
Test Met hods) M cro--Appendix A for guidance on the recomended
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preservative effectiveness test with mcrobial rechallenge on
day 14.

7. Shelf-Life (Stability) Data Including Product Specifications,
Cont ai ner and Cont ai ner Sizes:

Pl ease refer to Section VI E. (Shelf-Life Protocol) for gui dance
on establishing, or extension of, shelf-life.

8. Tanper Resistant Packaging: Al solutions and tablets nmust neet
the requirenents of 21 CFR 800.12, Contact Lens Sol uti ons and
Tabl et s; Tanper - Resi stant Packagi ng.

9. Sol ution Conpatibility Under Recommended Care Regi nen:
Compatibility of the solution with the Iens type (hydrophilic or
hydr ophobi c) indicated for the product specific use should be
assessed. For guidance, see applicable testing matrix and Section
VI (Reconmended Test Met hods) Chem - Appendi x C.

10. Preservative Uptake/ Rel ease: Preservative uptake/rel ease data
shoul d generally be submitted in a 510(k) for a solution
cont ai ni ng new preservatives for contact |ens use. Wen
appl i cabl e, manufacturers should assess the effects of inactive
ingredients (e.g., buffering agents, etc.) on preservative
upt ake/ rel ease. However, a manufacturer may justify om ssion of
these data in a 510(k) provided:

a. t he manufacturer denonstrates that the proposed preservative
systemis essentially identical in terns of chem ca
conposition and intended use (hydrophilic lenses or rigid
gas perneable |l enses) to the preservative system of the
predi cat e device; and

b. t he manufacturer denonstrates that the new preservative does
not raise toxicol ogical concerns and the new preservative
carries no charge or the same charge as the I ens materi al
(e.g., generally negatively charged).

CDRH consi ders hydrophilic contact |enses to represent a worst
case. Therefore, manufacturers who already have SE cl earance for
a contact |ens care product intended for use with hydrophilic
contact |enses do not need, unless otherwise notified, to submt
addi ti onal preservative uptake/rel ease data for adding use with
hydr ophobi c | enses to | abeling.

For gui dance, see applicable testing matrix and Section VI (Recommended
Test Met hods) Chem -Appendix A, if the above criteria cannot be net.

O her Contact Lens Care Products:

O her contact |lens care products included in this guidance include heat
disinfecting units, lens cases, and contact |ens accessories (e.g.
nmechani cal cl eani ng ai ds and accessory cl eaning pads). See Section 11
(Product Specific Guidance) and Section V (Labeling) for guidance on

t hese devi ces.



111. PRODUCT SPECIFIC GUIDANCE

This section is a conposite of mni-guidances (hereafter referred to as
product specific guidance) for each of the devices included in the GUJ DANCE
FOR | NDUSTRY- - PREMARKET NOTI FI CATI ON (510(k)) GUI DANCE DOCUMENT FOR CONTACT
LENS CARE PRODUCTS. Each product specific guidance contains its own testing
matri x (when applicable) to provide applicants with a summary chart and
narrative explanation of preclinical and clinical testing reconrendations for
col l ecting performance data. CDRH expects that these data either be submtted
or that the testing areas be addressed in the 510(k), unless the applicant
provides a justification for why the data are not applicable.

The product specific matrices also apply when a marketed product is changed in
a way that could significantly affect its safety or effectiveness [e.qg.

change or nodification in the active ingredient(s)]. Applicants are rem nded
t hat when performance data are submitted in a 510(k), data should include ful
reports, where applicable, of the test data as well as sunmary information

Pl ease note that the informati on and data el ements included in the Genera
Manuf acturing Information section are not repeated in each product specific
gui dance section, but are included by reference. |In addition, Section V
(Label ing) includes both general and product specific |abeling guidance.

Product specific guidances included in this section are:

1. Sal i ne Sol uti ons

2. Cl eaners (Daily O eaners and Periodi c C eaners)

3. Chemical Disinfecting Products for Contact Lenses (e.g., chemca
di sinfecting solutions, chem cal disinfection systens, and conditioni ng
sol utions).

4. Mul ti - Purpose Sol utions

5. I n-Eye Contact Lens Solutions (e.g., Lubricating and/or Rewetting Drops)

6. Heat Disinfecting Units

7. Contact Lens Cases

8. Contact Lens Sol ution Accessories (e.g., Mechanical Ceaning A ds and

Accessory O eani ng Pads)

The following matrices (including preclinical and clinical guidance) and
Section V (Labeling) set forth the special controls determ ned by CORH to be
necessary to assure the continued safety and effectiveness of the devices and
the informati on that should be provided in a 510(k).

The applicant should conpare product active ingredient(s) with those of the
predi cate device and refer to the appropriate section of the applicable matrix
for guidance
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SALINE SOLUTIONS

A saline solution is generally defined as a contact |ens care product
(e.g., solution, capsule or tablet) containing sodiumchloride as the
principal active ingredient in an aqueous based solution fornulation to
produce a physiol ogi cally bal anced saline solution (approxi mtely 0.9%
by weight). These products are either pre-fornulated sterile sol utions
or packaged as salt tablets or capsules which require distilled water as
a diluent to produce a non-sterile "honemade" saline solution. They are
i ntended to be used with soft or rigid gas perneabl e contact |enses for
one or nore of the foll ow ng:

- rinsing after cleaning to renove | oosened debris and cl eani ng
sol ution

- rinsing prior to lens insertion

- keepi ng | enses wet during heat disinfection

- storage after disinfection

- a diluent for dissolving lens care tablets (e.g., enzyne or

di sinfecting tablets)

- a diluent for use in hydrogen peroxide disinfection systens
(limted use)

Pre-fornul ated sterile saline solutions can be narketed in formul ations
that are preserved or unpreserved; buffered or unbuffered. These

sol utions can be packaged in various containers (e.g., aerosols, non-
aerosol, unit-dose or nulti-dose).



TESTING MATRIX FOR SALINE SOLUTIONS

Same Achive
Ingrediants Within
Marketed

Coencentrations

Same Active Ingredijents In
Higher Concentrations Than
Harketed Products

Same Aesive Ingredients In
Lower Concentrar:ons Thap
Marketed Producrs

New Ingredients for
Ophthalnic Use or
Different Acrive
Ingrelient

Scabilicy

X

Solution Comparibility

FOOTNOTE A

Stability

Sterility h 4 X X X
Preservative Effectiveness with X X : X X
Rechallenge or
Bacteriostasis for Unpresezved
Products

X X X X

In-Vitro Cytotroxicity X X ‘ X X
Acute Ocular Irri-ation X X ! X X
doute Oral Toxicity i X
Sensitization 7 X
In-Vive Ocular Bipcomparibility X

Recommended Size/Scope of Clinical
Study

60 subi{l o

FOOTNOTE A:

otherwise noified, to submit solution compatibility data.

If the saline solution has a pH of 7.2 + 0.2 and tonicity of 290-320 mOsm/kg, manufacturers do not need, unless

20
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Pre-formul ated Sal i ne Sol utions:

Manuf act uri ng/ Chemi stry:

Pre-fornul ated Sterile Saline Solutions: Pre-formulated sterile saline
solutions are generally maintained in the confort range (e.g., pH = 6.6-
7.8 and tonicity of 290-320 nOsm kg) to avoid eye irritati on when used
in accordance with the recormended |lens care reginen. 1In addition to
the information listed in the General Manufacturing Information section
and in the matrix, the follow ng information should be provided:

1. Heat Disinfection: |If the saline solution is indicated for use
during heat disinfection, the effect of heat disinfection on pH
tonicity, and preservative concentration should be assessed and
data subm tted

2. Diluent for Lens Care Tablets: |If the saline solution is
indicated for use as a diluent for enzynme tablets, tabl et
disintegration tine and enzymatic activity tinme profile as
i ndicated in | abeling should be assessed, conpared to a control
(e.g., approved diluent), and data subm tted.

M cr obi ol ogy:

This section, Section Il (General Manufacturing Information) and the
matri x include m crobiol ogi cal guidance for all pre-formul ated saline
sol uti ons.

1. Preservative Effectiveness: Applicants should refer to the
preservative effectiveness portion of Section Il (Cenera
Manufacturing Information) and Section VI (Recommended Test
Met hods) M cro--Appendi x A for guidance. 1In addition, applicants
shoul d be aware that passing preservative effectiveness test with
rechal | enge on day 14 all ows manufacturers to | abel preserved
saline solutions for lens storage up to 30 days foll ow ng
di sinfection. Labeling instructions for 30-day storage in
preserved saline should include instructions for |ens case care
and the need to re-disinfect |lenses after the recommended storage
time.

Manuf acturers submitting 510(k)s for salines preserved with sorbic
acid or sorbate-based preservatives may onit the nicrobial
rechal l enge in preservative effectiveness testing. However,
testing should continue as directed by the protocol in Section VI
(Reconmended Test Methods) M cro--Appendi x A for 28 days,

i ncl udi ng enuneration of surviving mcroorgani sns at 21 and 28
days. In order to support labeling clains for |ong-term storage
of lenses follow ng heat disinfection (up to 30 days), the 510(k)
shoul d i nclude data denonstrating that passing preservative

ef fecti veness test results were obtained using a rechall enge on
day 14.

2. Mul ti-dose saline products nmay contain bacteriostatic agents
(e.g., boric acid or borate) instead of traditional preservatives.
In lieu of a preservative effectiveness test, a bacteriostasis
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test may be conducted and the product | abeled with the appropriate
di scard date [see Section VI (Recormmended Test Met hods) M cro--

Appendi x C].
Toxi col ogy:

See Testing Matrix for Saline Solution and Section VI (Reconmended Test
Met hods) Tox- - Appendi ces A-B, for guidance on recommended tests for
including in a 510(k).

dinical:

Cinical data are not generally required to be submtted in a 510(k) for
saline solutions provided the saline solution is formul ated, packaged
and | abel ed in an equival ent manner to the predicate device.

Honemade Saline Solutions (Salt Tabl ets/Capsul es System:

A honmemade saline solution is made froma salt tabl ets/capsul es system
that generally consists of salt tablets or capsules containing Sodi um
Chloride USP and a plastic mxing bottle of a specified size. The
systemis packaged with | abeling instructions to use over-the-counter
(OTC) distilled water as a diluent for dissolving the salt tablet or
crystals. The prepared saline solution is used with soft (hydrophilic)
contact lenses for rinsing PRROR to heat disinfection and in the |Iens
case for keeping | enses hydrated during heat disinfection. See
Section V (Labeling) for guidance on reconmended i ndications for use
statenments and war ni ngs.

Chemi stry:

Sodi um Chl ori de USP or equivalent is reconmended for use in
manuf acturing salt tablets or capsules.

M cr obi ol ogy:

M crobi ol ogy testing data are generally not required to be submtted
when a salt tablet or capsule systemis formul ated usi ng Sodi um Chl ori de
USP, packaged and | abel ed in an equival ent manner to the predicate
device. Mcrobial issues are addressed in Section V (Labeling).

Toxi col ogy:

See Section VI (Reconmended Testing Methods, Toxicol ogy Testing for
Cont ai ners) Tox--Appendi x A, for guidance on recommended tests for
including in the 510(k) for the container/closure systemfor salt

tabl et s/ capsul es systens. Toxicology information is generally not
required to be submtted for salt tablets or capsul es fornul ated using
Sodi um Chl ori de USP
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dinical:

In the early 1980s, the Ophthal m ¢ Devices Panel recomrended and CDRH
concurred, that the unit-dose aspect of the salt tabl ets/capsules system
is such that clinical testing to establish the safety and effectiveness
of the product would not be needed if the salt tablets/capsules system
is formul ated using Sodi um Chl ori de USP, packaged and | abeled in an

equi val ent manner to the predicate device.
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CLEANERS
Daily d eaners:

A daily cleaner is generally defined as a contact |ens care product
contai ning one or nore active ingredients in sufficient concentrations
to |l oosen and renove | oosely held | ens deposits and ot her contam nants
on the surface of contact lenses. A daily cleaner nmay al so be indicated
for use as a conmponent of a lens care disinfection reginen, or as a

| abel ed i ntended use for a multi-purpose |ens care solution

Daily cleaners are generally marketed as pre-formul ated sol uti ons and

| abel ed for use in conjunction with digital manipulation (e.g., fingers)
or an accessory device (e.g., nechanical cleaning aids) for a specific
period of tinme to acconplish the intended purpose. Sufficient data
shoul d be submitted in the 510(k) to support the effectiveness of the
daily cleaner when used for the minimumtinme period reconmended in the

| abel i ng.



TESTING MATRIX FOR DAILY CLEANERS
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Sane Active Ingredients
Wthin Marketed
Concentrations

Sane Active Ingredients In
H gher Concentrations Than
Mar ket ed Products

Sane Active Ingredients In
Lower Concentrations Than
Mar ket ed Product s

New | ngredients for
Opht hal m ¢ Use or
D fferent Active

I ngr edi ent
CHEMISTRY
Stability X X X X
Sol ution Conpatibility X X X X
C eaning Effectiveness - Critical X X X X
M cell e Concentration
MICROBIOLOGY
Sterility X X X X
Preservative Effectiveness with X X X X
Rechal | enge
Mcrobial Limts Test (Dry X X X X
Products/ Tabl ets Only)
Stability X X X X
TOXI1COLOGY
In-Vitro Cytotoxicity X X X X
Acute Ccular Irritation X X X X
Acute Oral Toxicity X
Sensitization X
In-Vivo Ccul ar Bioconpatibility X
CLINICAL
Recommended Si ze/ Scope of dinical FOOTNOTE A FOOTNOTE B 60 subj/3 no

St udy

FOOTNOTE A:

FOOTNOTE B:

Clinical performance data may need to be submitted depending on the physical/chemical, microbiological and toxicological data collected

(i.e., a higher concentration of the active cleaning ingredient in a multi-purpose solution with a daily cleaning claim may require

submission of clinical data while an increase in concentration of the active ingredient in a daily cleaner may not).

subject/1 month clinical study should be conducted.

to establish the efficacy of the lower concentration of active ingredient.

If necessary, a 30

IT active ingredient is a surfactant, sponsor may use either appropriate in vitro tests or conduct a clinical test with 60 subject/3 months




Chemi stry:

The following chemstry tests are applicable to a daily cleaner containing a
surfactant (s) as the active ingredient. Manufacturers of daily cleaners
contai ning active ingredients other than surfactants may wi sh to consult DOD
before initiating test protocols. The information included in Section II
(CGeneral Manufacturing Information), the testing matrix, and |isted bel ow
shoul d be provided in the 510(k):

1. Surface Tension of the Solution: [See Section VI (Recommended Test
Met hods) Chem - Appendi x B, for recommended net hodol ogy)].

2. M cel l e Concentration of the Surfactant in the Solution: [See
Section VI (Recommended Test Met hods) Chem - Appendi x B for recomended
nmet hodol ogy] .

3. O her scientifically valid nethod: Supporting literature and/or nethod
validations testing information should be provided.

M cr obi ol ogy:

See Testing Matrix for Daily O eaners, Section Il (General Manufacturing
Information), and Section VI (Reconmended Test Methods) M cro--Appendix A, for
gui dance on recommended tests for including in a 510(k).

Toxi col ogy:

See Testing Matrix for Daily O eaners, and Section VI (Reconmended Test
Met hods) Tox- - Appendi ces A-B, for guidance on recomended tests for including
in a 510(k).

dinical:

See Testing Matrix for Daily O eaners for gui dance on size and scope of a
clinical trial. Further clinical guidance on protocol devel opnent is
avail able in Section VI (Recommended Test Methods) din--Appendi ces A-E

In the absence of validated in-vitro data, applicants are advised that for

cl eaning studies (e.g., studies of non-surfactant agents) a cross-over design
with additional in-vitro analysis of worn |l enses is an exanpl e of one method
to denopnstrate substantial equivalence to the predicate device. Sponsors nay
choose to consult with DOD prior to devel oping their protocols.



Peri odi ¢ O eaners:

A periodic cleaner is generally defined as a contact |ens care product (e.g.
solution or tablet) containing one or nore active ingredients (e.g., enzynes)
in sufficient concentrations to | oosen and renove deposits (e.g., proteins)
fromthe I ens surface and fromw thin the polymer matrix. Periodic cleaners
are recommended for renoving | ens deposits such as proteins or lipids that
cannot generally be renoved fromlenses with the use of a daily cleaner
Periodic cleaners have traditionally been recomended for use on a weekly
basi s.

Periodic cleaners are generally marketed as pre-formul ated solutions or as
tablets containing the active ingredients. Labeling directions for the
original enzyme preparations derived from pancreatin and papain stated that

| enses shoul d be soaked for a specified time period after the enzyne tablets
are dissolved in diluents such as saline solutions, chem cal disinfection
solutions or multi-purpose solutions to rel ease the active ingredients.

Later technol ogi cal innovations of bacterial enzynes (e.g., subtilisin) have
in sone cases conbined the enzyne soak with the soaking period of the

di sinfection process. Newer pre-formul ated solutions are al so added during
the disinfection process, but on a daily rather than weekly basis.

Sufficient data should be submitted in the 510(k) to support the effectiveness
of the periodic cleaner when used for the mninumtime period recomended in
the | abeling. Consideration should be given to the active ingredients
utilized as well as the predicate device |abeling for general guidance in
determ ning the recommended period of use.
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TESTING MATRIX FOR PERIODIC CLEANERS

Sane Active Ingredients
Wthin Marketed
Concentrations

Sane Active Ingredients In
H gher Concentrations Than
Mar ket ed Products

Sane Active Ingredients In
Lower Concentrations Than
Mar ket ed Product s

New | ngredients for
Opht hal m ¢ Use or
D fferent Active

St udy

I ngr edi ent
CHEMISTRY
Stability X X X X
Sol ution Conpatibility X X X X
Enzymatic Activity X X X X
FOOTNOTE A FOOTNOTE A FOOTNOTE A FOOTNOTE A
MICROBIOLOGY
Sterility X X X X
Preservative Effectiveness with X X X X
Rechal | enge
Mcrobial Limts Test (Dry X X X X
Product s/ Tabl et s)
Stability X X X X
TOXI1COLOGY
In-Vitro Cytotoxicity X X X X
Acute Ccular Irritation X X X X
Acute Oral Toxicity X
Sensitization X
In-Vivo Ccul ar Bioconpatibility X
CLINICAL
Recommended Si ze/ Scope of dinical FOOTNOTE B 30 subj/1 no 60 subj/3 no

FOOTNOTE A: An In-vitro cleaning effectiveness test should be conducted statistically, using 30-day human-worn daily wear lenses (e.g., group 1 and group
1V) to assess the effect of reducing enzymatic activity in this device compared to the predicate device with the same active ingredients.
FOOTNOTE B: Clinical performance data may need to be submitted depending on the physical/chemical, microbiological and toxicological data collected

(i.e., a higher concentration of the active cleaning ingredient in a multi-purpose solution with a periodic cleaning claim may require
submission of clinical data while an increase in concentration of the active ingredient in a periodic cleaner may not).

subject/1 month clinical study should be conducted.

If necessary, a 30



Chemi stry:

In addition to the information listed in Section Il (General Manufacturing
Information) and as outlined in the testing matrix in this section, the
foll owi ng shoul d be provided. (Consideration should be given to tabl et
preparations conpared to |liquid preparations.)

1. enzyne disintegration tinme (for tablet) and enzymatic activity tinme
profile in the proposed diluents as indicated in the |abeling;

2. the pH and tonicity of the spent solution when the enzymatic tablet is
di ssolved in, or added to, the proposed diluents;

3. if the enzymatic tablet is intended to be dissolved in, or added to, a
chem cal disinfection solution for simultaneously cleaning and
di sinfecting contact |enses, the effect of the enzyne on the
effectiveness of disinfection should be assessed;

4. in-vitro cleaning effectiveness should be conducted for 30 days using
human-worn daily wear |lenses (group | and group IV for hydrophilic
| enses) to assess statistically the effect of reducing enzyme activity
in the device conpared to the predicate device containing the sane
enzyne; and

5. if the enzyme in the device in the submission is identical to the enzyne
in the predicate device, a side-by-side conparison of the information
requested in items 1-3 should be submtted along with a discussion of
why the safety of the new device and cl eaning effectiveness are
equi val ent to the predicate device.

M cr obi ol ogy:

See Testing Matrix for Periodic Ceaners, Section Il (General Manufacturing
Information) and Section VI (Recommended Test Met hods) M cro--Appendix A, for
gui dance on recommended tests for including in a 510(k).

If a periodic cleaner is indicated for use sinultaneously with a chem ca
di sinfecting product, disinfection efficacy testing should be perfornmed with
the periodic cleaner present and data submtted in the 510(k).

Toxi col ogy:

See Testing Matrix for Periodic Ceaners and Section VI (Reconmended Test

Met hods) Tox- - Appendi ces A-B, for guidance on recomrended tests for including
in a 510(k).

Cinical:

See Testing Matrix for Periodic Ceaners for gui dance on size and scope of a

clinical trial. Further clinical guidance on protocol devel opnent is
avail able in Section VI (Recommended Test Methods) din--Appendi ces A-E
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CHEMICAL DISINFECTING PRODUCTS FOR CONTACT LENSES

Contact lens disinfection is a critical step in the safe and effective
reprocessi ng of | enses recommended for reuse. For purposes of this

gui dance document, contact lens disinfection is generally defined as a
process that uses one or nore contact |ens care products designed to
elimnate and destroy potentially harnful mcroorgani sns on a contact
lens. The contact |ens disinfecting products that utilize anti-

m crobial ingredients for chem cal disinfection of |enses are descri bed

bel ow. (Heat Disinfection Units are discussed in Section IIl.F of this
gui dance.)
1. Chemical Disinfecting Solution: A chem cal disinfecting solution

is generally defined as a contact |ens care product containing one
or nore active ingredients (e.g., preservatives or anti-m crobial
agents) in sufficient concentrations to destroy harnful

m cr oorgani sns on the surface of a contact lens within the
recomended m ni mum soaki ng tine.

In order for a contact |lens care solution to be |abeled as a
contact lens "disinfecting solution,” it should neet the primary
performance criteria of the stand-al one procedure for contact |ens
di sinfecting products [see Section VI (Recomended Test Methods)

M cro--Appendix B Part 1 for nmethodology]. This criteria may al so
be satisfied by a hydrogen peroxide (HG) disinfecting solution.

2a. Chemical Disinfection System A chemcal disinfection systemis
general |y defined as a conbination of two or nore products, when
used in accordance with the [abeled directions, results in the
cl eaning and di sinfection of a contact |ens.

In order for the contact lens reginen to be |abeled as a chem ca
di sinfection system it should at m ni num nmeet the performance
criteria of the regi men procedure [see Section VI (Recommended
Test Methods) M cro--Appendix B Part 2].

A chem cal disinfection system (also referred to as a chem cal

di sinfection reginen) generally consists of a daily cleaning
solution, rinsing solution and soaking solution. Because al

steps within the regimen (cleaning, rinsing and soaki ng) shoul d be
conpl eted to obtain adequate contact |ens disinfection, special

| abeling controls are required for these systens [see Section V
(Labeling)].

2b. Di sinfecting Systens Requiring Neutralization: Sonme disinfecting
systens may require specially designed lens vials or neutralizing
solutions. An exanple of current technology in this areais a
HO, system A HO, systemis generally defined as a conbi nation
of two or nore contact |ens care products that, when used in
accordance with | abeled directions for use, will result in the
adequate disinfection of a contact lens. HGO, systens generally
consi st of the foll ow ng:



a. HO, Solution: This product is generally defined as a
contact lens solution containing the active ingredient,
HO,, in sufficient concentrations to destroy harnful
m cr oorgani snms on the surface of a contact |lens during the
m ni mum r ecommended soaking tinme. In some cases, HG
solution may nmeet the primary performance criteria of the
st and- al one procedure for contact |ens disinfecting products
in Section VI (Recormmended Test Met hods) M cro--Appendi x B
Part 1.

b. Neutralizer: This product is generally defined as a contact
| ens care product (e.g., disk, tablet, or solution)
contai ning one or nore active ingredients in sufficient
concentration to neutralize the irritating and toxic effects
associ ated with the residual HO, remai ning on the |enses
after soaking in the HG, solution. Pre-fornmnulated
neutralizing solutions may al so be | abeled for use as a
rinsing and storage solution for contact |enses. A
neutralizer is generally considered to be a conponent of the
whol e HO, di sinfecting system

cC. Lens Vial: |In addition, the HO, system may al so contain a
speci al | y-desi gned contact lens vial that acts as a |l ens
case to store lenses during the HO, disinfection process.
Many of the currently marketed HO, systens are uni quely
designed to use only those conmponents identified in the
| abeling for safe and effective use of the system

3. Conditioning Solution: A conditioning solution is a solution that
may contain nmultiple active ingredients (e.g., preservative and
opht hal mi ¢ demul cents) in sufficient concentration to enhance the
wettability of hydrophobic | enses (i.e., RG® and PVMMA) prior to
insertion and to destroy harnful m croorgani sns on the surface of
the I ens during the recomended soaking tine.

A condi tioning solution should neet, at a mninmum the performance
criteria of the regi nmen procedure. A conditioning solution may be
recomended for use with a specific daily cleaner as part of a

| ens care reginmen for soaking and storage of RGP | enses prior to
wear. Because of the multiple clainms for this type of solution

i nformati on should be submitted in a 510(k) to support all clains
identified in the labeling for a conditioning solution. These
products may al so be used to lubricate and rewet RGP | enses prior
to insertion in the eye.

Manuf acturers who wi sh to provide eye care practitioners with separate
instructions for in-office chem cal disinfection and storage of trial |enses
shoul d submt a new 510(k) for the additional |abeling. These instructions
shoul d be intended for reprocessing of trial |enses included as part of a
manufacturer's trial lens fitting set or for individual |enses maintained in
the practitioner's inventory for reuse between patients. Because there are

i ncreased risks associated with the reuse of trial |enses between patients,

di sinfection and storage clains should be supported by anti-mcrobial efficacy
data, including virucidal efficacy (e.g., H sinplex, Adenovirus).
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Manuf acturers should include the following in their instructions to eye care
practitioners:

- To record the initial storage date and the end of the storage
peri od
- Rem nder that disinfecting solutions remain within their

expiration date during the entire trial |ens storage period

- A visual check for turbidity in storage solution that woul d
i ndi cate contam nation

- Instructions for proper care of storage vial to prevent biofilm

At this time, no harnonized industry standards address the issues associ ated
with in-office disinfection and storage of trial |enses. Professional
associ ati ons such as the American Qptonetric Association and the American
Acadeny of Opht hal nol ogy publish gui dance for practitioners on hygienic
managenment of trial |lenses and in-office disinfection. FDA is currently
working with the International Standards Organization (1SO to develop a
standardi zed method to address efficacy criteria and | abeling reconmendati ons
regarding the disinfection and storage of trial |enses. Additional guidance
will be provided as it becones avail abl e.
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TESTING MATRIX FOR SOAKING SOLUTIONS FOR DISINFECTION

Sane Active Ingredients
Wthin Marketed
Concentrations

Sane Active Ingredients In
H gher Concentrations Than
Mar ket ed Products

Sane Active Ingredients In
Lower Concentrations Than
Mar ket ed Product s

New | ngredients for
Opht hal m ¢ Use or
D fferent Active

I ngr edi ent
CHEMISTRY
Stability X X X X
Sol ution Conpatibility X X X X
MICROBIOLOGY
Sterility X X X X
Preservative Effectiveness with X X X X
Rechal | enge
Di sinfection Efficacy X X X X
Mcrobial Limts Test (Dry X X X X
Product s/ Tabl et s)
Stability X X X X
TOXICOLOGY
In-Vitro Cytotoxicity X X X X
Acute Ccular Irritation X X X X
Acute Oral Toxicity X
Sensitization X
In-Vivo Ccul ar Bioconpatibility X

CLINICAL

Recommended Si ze/ Scope of dinical
St udy

30 subj/1 no

60 subj/3 no
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TESTING MATRIX FOR NEUTRALIZING PRODUCTS

Sane Active Ingredients
Wthin Marketed
Concentrations

Sane Active Ingredients In
H gher Concentrations Than
Mar ket ed Products

Sane Active Ingredients In
Lower Concentrations Than
Mar ket ed Product s

New | ngredients for
Opht hal m ¢ Use or
D fferent Active

St udy

I ngr edi ent
CHEMISTRY
Stability X X X X
Sol ution Conpatibility FOOTNOTE A FOOTNOTE A FOOTNOTE A X
MICROBIOLOGY
Sterility X X X X
Preservative Effectiveness with X X X X
Rechal | enge
Mcrobial Limts Test (Dry X X X X
Product s/ Tabl et s)
Stability X X X X
TOXICOLOGY
In-Vitro Cytotoxicity X X X X
Acute Ccular Irritation X X X X
Acute Oral Toxicity X
Sensitization X
In-Vivo Ccul ar Bioconpatibility X
CLINICAL
Recommended Si ze/ Scope of dinical 30 subj/1 no FOOTNOTE B 60 subj/3 no

FOOTNOTE A:
compatibility data.

FOOTNOTE B:

necessary, a 30 subject/1 month clinical study should be conducted.

IT the spent solution has a pH of 7.2 + 0.2 and tonicity of 290-320 mOsm/kg, manufacturers are not required, in most instances, to submit

Clinical performance data may need to be submitted depending on the physical/chemical, microbiological and toxicological data collected.

It
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TESTING MATRIX FOR CONDITIONING SOLUTIONS

Sane Active Ingredients Sane Active Ingredients In Sane Active Ingredients In New | ngredients for
Wthin Marketed H gher Concentrations Than Lower Concentrations Than Opht hal m ¢ Use or
Concentrations Mar ket ed Products Mar ket ed Products D fferent Active
I ngr edi ent
CHEMISTRY
Stability X X X X
Sol ution Conpatibility FOOTNOTE A FOOTNOTE A FOOTNOTE A X
Wetting Angle X X X X
MICROBIOLOGY
Sterility X X X X
Preservative Effectiveness with X X X X
Rechal | enge
Di sinfection Efficacy X X X X
Stability X X X X
TOXI1COLOGY
In-Vitro Cytotoxicity X X X X
Acute Ccular Irritation X X X X
Acute Oral Toxicity X
Sensitization X
In-Vivo Ccul ar Bioconpatibility X
CLINICAL
Recommended Si ze/ Scope of dinical 30 subj/1 no 60 subj/3 no
St udy
FOOTNOTE A: If the conditioning solution has a pH of 6.6-7.8 and tonicity of 290-320 mOsm/kg, manufacturers are not required, in most instances, to

submit compatibility data.



Chemi stry:

In addition to the information listed in Section Il (General Manufacturing
Information) and as outlined in the testing matrices in this section, the
foll owi ng shoul d be provi ded, when appropriate:

For conditioning solutions:

1. wetting angle of hydrophobic | enses in conditioning solution as a
function of soaking tinme; and

2. the pH, tonicity and viscosity of the conditioning solution
For chem cal disinfection solutions:

pH and tonicity of the chenmi cal disinfection solution used for
hydr ophilic contact | enses.

For HO, systens:
1. the pH and tonicity for the HG, and neutralization sol utions;

2. the pH, tonicity and residual H,O of the spent solution follow ng
neutralization for a HO, disinfecting system

3. for neutralization solution, tablets, or disks, a neutralization
profil e under the recommended care regi nen shoul d be provided:

a. if a disk is used, nanufacturers should establish a discard
dat e based upon the maxi mum nunber of effective uses of the
neutralization disk; and

b. if atine-delayed tablet is used for a
di sinfecting/neutralization system the follow ng additiona
information is needed:

(1) materials for coating the tablet (e.g., nature of
pol ymer, average nol ecul ar wei ght, nol ecul ar wei ght
di stribution, and swelling); and

(2) QN QC procedures and sanpling plan for tine-del ayed
rel ease tablet.

M cr obi ol ogy:

See Section Il (CGeneral Manufacturing Information), the applicable testing
matri ces for Soaking Solutions for Disinfection, Neutralizing Solutions, and
Condi tioning Solutions, and Section VI (Recommended Test Met hods) M cro--
Appendi ces A-B for guidance on recomended m crobiology tests for including in
the 510(k).

The disinfection efficacy of a disinfecting solution, system or a
condi tioning solution shoul d be eval uated by the stand-al one procedure [see
Section VI (Recommended Test Methods) M cro--Appendix B, Part 1]. |If the



product does not nmeet the primary criteria, but does nmeet the secondary
criteria, the product should then be eval uated by the regi men procedure
(Mcro--Appendi x B, Part 2).

Toxi col ogy:

See Testing Matrices for Soaking Solutions for Disinfection, Neutralizing
Sol utions, and Conditioning Solutions and Section VI (Recommended Test
Met hods) Tox- - Appendi ces A-B.

For H,O, disinfection systens, toxicology testing should be perforned on the
neutralized disinfection solution (i.e., spent solution).

dinical:

See applicable Testing Matrices for Soaking Solutions for Disinfection
Neut ral i zing Sol utions, and Conditioning Solutions for guidance on recomrended
size and scope of clinical trials. Further guidance on protocol devel opnment
is available in Section VI (Recormmended Test Met hods) din--Appendi ces A-E
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MULTI-PURPOSE SOLUTION

A multi-purpose solution is generally defined as a single contact |ens
care solution that contains nultiple active ingredients in sufficient
concentrations to performthe functions of daily cleaning, chenca

di sinfection, rinsing and storage of contact |enses. Because of the
mul tiple uses clained for this individual solution, information should
be submitted in a 510(k) to support all clains identified in the

| abeling. In addition, strict attention should be paid to the | abeling
for this product to assure that adequate directions for use (e.g.
rubbing and rinsing times for daily cleaning, soak tinmes for

di sinfection, and maxi num storage tinmes follow ng disinfection) are
provided for all intended uses identified above.

A contact lens solution that cannot performall of the functions
identified above should not be | abeled as a nulti-purpose contact |ens
care solution [see Labeling section for multi-purpose sol utions bel ow
and Section V (Labeling) for further guidance on |abeling for multi-
pur pose contact |ens solutions].

Chemi stry:

See applicable testing matrices and Section VI (Recomended Test
Met hods) for the recommended manufacturing/chemstry tests for the
applicable indications (e.g., daily cleaning and di sinfection

sol utions).

M cr obi ol ogy:

See Section Il (CGeneral Manufacturing Information), applicable testing
matrices, and Section VI (Recommended Test Methods) for the recomended
m crobi ol ogy tests for the applicable indications (e.g., daily cleaning
and di sinfection solutions).

Toxi col ogy:

See applicable testing matrices and Section VI (Recomended Test
Met hods) for the recommended toxicology tests for the applicable
i ndications (e.g., daily cleaning and disinfection solutions).

dinical:

See applicable testing matrices for guidance on size and scope of a
clinical trial for the applicable indications (e.g., daily cleaning and
di sinfection solutions). Further clinical guidance on protoco

devel opnent is available in the Section VI (Recomended Test Methods)
din--Appendi ces A-E.

Label i ng:
Policy for Multi-Purpose Solutions:
Applicants are advised that a multi-purpose solution should not be

labeled as an ALL-IN-ONE solution. CDRH believes that an ALL-IN-
ONE claim can be misleading for these products because lubricating
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and rewetting drops as well as enzyme treatment are utilized for
complete lens care.

Multi-purpose products are usually labeled for cleaning and
disinfecting. It is potentially unsafe to label a product
intended for cleaning and disinfecting for in-eye use as well
since consumers may inappropriately use other cleaners and
disinfecting solutions that are not compatible with in-eye use. A
multi-purpose solution should not be labeled for lubricating and
rewetting lenses during wear even 1T the chemical compositions of
the multi-purpose solution and lubricating and rewetting drops are
identical.

CDRH maintains a working policy that lubricating and rewetting
drops should be packaged in bottle sizes not to exceed 30 ml in
order to minimize the risks of contamination and possible eye
infections and facilitate ease of use.

Therefore, based on concerns for contamination during use and
consumer misuse and confusion, it is CDRH"s policy to discourage
manufacturers from labeling multi-purpose solutions for in-eye
indications for use. CDRH believes that a policy of limiting
indications for in-eye use solutions to that single intended use
enhances product safety and encourages consumer compliance with
safe lens care practices.

See Section V (Labeling) for general guidance for devel opi ng | abeling
contact lens care products. |In addition, predicate device |abeling
shoul d al so be used as general guidance for |abeling new multi-purpose
sol uti ons.
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IN-EYE CONTACT LENS SOLUTIONS (Lubricating and/or Rewetting Drops)

An in-eye solution for use with contact |enses (e.g., lubricating and/or
rewetting drops) is generally defined as a contact |ens care solution
contai ning one or nore active ingredients (e.g., ophthal mc denul cents)
in sufficient concentration to alleviate synptons of disconfort from
contact |ens wear by a physical nmeans as opposed to a pharmacol ogi ca
action generally associated with OIC in-eye solutions regul ated as
drugs. A preparation |abeled for use with contact | enses which contains
an ophthal mc demulcent, as listed in 21 CFR 349.12, will qualify as a

[ ubricating drop based on formulation. Al predicate |lubricants to date
contain a denulcent. |If a preparation does not contain a demul cent
(e.g., a small volume unit-dose saline), it would qualify as a rewetting
drop, not as a lubricating drop. Predicate device |abeling should be
used as a conparison for intended use

The devices in this category of products, generally referred to as

| ubricating and/or rewetting | ens drops, are intended for direct
instillation in the eye while wearing contact |enses to achieve the

i ntended purpose. These products may al so be used to |ubricate and/or
rewet |lenses prior to insertion in the eye.

Policy for Multi-Dose In-Eye Contact Lens Solutions:

CDRH believes that lubricating and rewetting drops should be
packaged in bottle sizes not to exceed 30 ml in order to minimize
the risks of contamination and possible eye infections and
facilitate ease of use. The risk of contamination with multi-dose
in-eye contact lens solutions should be further minimized by
formulating the product to contain one or more suitable harmless
substances such as a preservative, that will inhibit the growth of
microorganisms. Alternatively, In-eye contact lens solutions may
be packaged as to volume and type of container and appropriately
labeled to afford adequate protection and minimize the hazard of
injury resulting from contamination during use (e.g., unpreserved
in unit-dose containers).

CDRH recognizes that a solution manufacturer that produces a
product with an identical formulation to that of an in-eye lens
solution, such as a saline or conditioning solution, which is
marketed in a size larger than 30 ml will be discouraged by this
policy from labeling the solution for in-eye use. Also, the
Policy for Multi-Purpose Contact Lens Solutions (see Section

111 D, Multi-Purpose Solution) would discourage labeling certain
products for in-eye use indications.

In addition, it is encouraged that labeling for multi-dose in-eye
contact lens solutions include instructions to discard the
solution after a specified period after opening. If a discard
date is proposed, It should be based on the package size,
projected number of uses, and frequency of use.

CDRH believes that a policy of limiting indications for in-eye use
solutions to that single intended use enhances product safety and
encourages consumer compliance with safe lens care practices.
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Sane Active Ingredients
Wthin Marketed
Concentrations

Sane Active Ingredients In
H gher Concentrations Than
Mar ket ed Products

Sane Active Ingredients In
Lower Concentrations Than
Mar ket ed Product s

New | ngredients for
Opht hal m ¢ Use or
D fferent Active

I ngr edi ent
CHEMISTRY
Stability X X X X
Sol ution Conpatibility FOOTNOTE A FOOTNOTE A FOOTNOTE A X
MICROBIOLOGY
Sterility X X X X
Preservative Effectiveness with X X X X
Rechal | enge
Stability X X X X
TOXICOLOGY
In-Vitro Cytotoxicity X X X X
Acute Ccular Irritation X X X X
Acute Oral Toxicity X
Sensitization X
In-Vivo Ccul ar Bioconpatibility X

CLINICAL

Recommended Si ze/ Scope of dinical
St udy

30 subj/1 no

30 subj/1 no

30 subj/1 no

60 subj/3 no

FOOTNOTE A:

to submit compatibility data.

IT the in-eye contact lens solution has a pH of 6.6-7.8 and tonicity of 290-320 mOsm/kg, manufacturers are not required, in most instances,




Chemi stry:

See Section Il (CGeneral Manufacturing Information) Testing Matrix for |n-Eye
Contact Lens Sol utions, and Section VI (Recommended Test Methods) Chem -
Appendi ces A and C, for guidance on recommended tests for including in a
510(k) .

In addition, for lubricating solutions, manufacturers should identify and
characterize the ophthal mic denulcent as listed in 21 CFR 349.12 and provide
pH, tonicity, and viscosity.

M cr obi ol ogy:

See Section Il (CGeneral Manufacturing Information), Testing Matrix for In-Eye
Sol utions, and Section VI (Recomrended Test Met hods) M cro--Appendi ces A-B,
for guidance on recomrended tests for including in a 510(k).

Toxi col ogy:

See Testing Matrix for In-Eye Solutions and Section VI (Recommended Test
Met hods) Tox- - Appendi ces A-B, for guidance on recomrended tests for including
in a 510(k).

dinical:

See Testing Matrix for In-Eye Solutions for guidance on size and scope of a
clinical trial. Further clinical guidance on protocol devel opnent is
avail able in Section VI (Recormended Test Methods) din--Appendi ces A-E

Applicants are rem nded that FDA generally considers clinical studies of
certain solutions intended to be used directly in the eye to be significant

ri sk investigations which require both IRB and FDA revi ew and approval prior
toinitiating clinical studies. Applicants should refer to the "Introduction”
section for guidance concerning significant risk clinical studies.
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HEAT DISINFECTION UNITS

A heat disinfection unit is a contact |lens care product intended to

di sinfect soft (hydrophilic) contact |enses by nmeans of heat. Heat

di sinfection units act by transferring sufficient heat to a contact |ens
case containing the | enses and saline solution for a specified period of
time to destroy harnful m croorgani snms on the | enses.

Manuf act uri ng/ Chemi stry:

The foll owi ng manufacturing/chem stry gui dance shoul d be used when
submtting a 510(k) for a heat disinfection unit:

A positive function/failure indicator should be installed in the heat
unit circuitry. Any 510(k) for a heat unit w thout a positive
function/failure indicator should have an acceptable justification for
not having the indicator. A positive function/failure indicator is one
t hat :

- indicates that the unit is heating or on only when heat is being
generated or electrical current is flow ng through the heat
el enent; and

- indicates that the unit is cool or off only when the tenperature
has dropped towards roomtenperature or when no current is flow ng
in the heat unit.

Units that neet this definition would include:

- electrically timed or thernostatically controlled units in which a
light emitting indicator is effectively in series with the heater
and

- units that use a tenperature sensing el ement that changes col or or

provides a simlar distinct indication between roomtenperature
and el evated tenperature.

A 510(k) for a heat disinfection unit should contain:

1. time-tenmperature curves froma statistically significant sanple of
uni ts which denonstrate that the | ower three standard devi ation
points of the distribution of time-tenperature curves is greater
than the mnimumtine-tenperature necessary for effective heat
di si nfecti on;

2. electric circuitry and safety features;

3. certification that the heat disinfection unit conforns to the
requi renents of applicable electrical safety standards [e.g.
Underwriters Laboratories (UL) 1431 entitled "Personal Hygi ene and
Heal th Care Appliances"].

4. QN QC procedures and sanpling techniques (e.g., Mlitary
Standard 105E) for critical conponents;
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5. QN QC procedures and sanpling techniques (e.g., Mlitary
Standard 105E) for final device; and

6. 30-cycle lens conpatibility under the recommended care regi nen.

M cr obi ol ogy:

M cr obi ol ogy data are generally not required for heat disinfection units
provi ded the heat disinfection cycle tinme and tenperature are equival ent
to those of the predicate device (e.g., 80°C for 10 mi nutes).

If an alternative heat disinfection cycle is proposed, m crobicida

ef ficacy should be denonstrated by a mcrobial challenge test utilizing
at least 10 units and 20 | enses each fromlens groups | and IV. The
foll owi ng procedure i s reconmended:

I nocul ate | enses with approxi mately 1 X 10° organi snms Ent er ococcus
faecalis (formerly Streptococcus faecalis) (recommended strain:
Ward"s Natural Science Establishment #85 W 1100) in organic soil
and expose to the proposed heat disinfection cycle. Prepare the
organi ¢ soil inoculumas described in Section VI (Recommended Test
Met hods) M cro--Appendix B, Part 2:111.B and an i nocul um contr ol
as described in Mcro--Appendix B, Part 2:D.1. After heat

di sinfection, culture | enses as described in M cro-Appendi x B

Part 2:111.C.3. If a preserved saline is used in the heat

di sinfection process, use a recovery medi umthat contains one or
nmore neutralizing agents. Validate the recovery nedi um as
described in Mcro--Appendi x B, Part 2:D.2.

Al lens and test filter comnbinations should show no grow h.
Toxi col ogy:

Toxi col ogy data are generally not required for heat disinfection units
provi ded the heat disinfection unit is essentially identical to the
predi cate device unless the heat unit is also designed for use as a |l ens
case. In the latter situation, toxicology information sinmlar to that
for I ens cases should be provided.

Cinical:
Cinical data are not generally required for heat disinfection units

provi ded the specifications for the heat disinfection unit are
substantially equivalent to the predicate device.
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CONTACT LENS CASES

A contact lens case is a lens care product to be used by the contact

| ens wearer or practitioner for storing contact |enses while not being
worn. Contact |ens cases are especially designed for use in chemical
heat or HO, disinfecting systenms. Not included in this definition are
| ens cases intended by the manufacturer only for shipping the lenses in
a dry state.

Manuf act uri ng/ Chemi stry:

The foll owi ng manufacturing/chem stry informati on should be provided in
the 510(k):

1. Engi neering drawi ng and a brief description of polynmeric materials
used.
2. Physi cal and chem cal data of polynmeric materials used and nane

and address of the manufacturer.

3. If the lens case is used in heat disinfection, the applicant
shoul d provide proof that the | ens case can withstand repeated
heat disinfection. Physical and chem cal data of polyneric
material (e.g., heat distortion tenperature or glass transition
tenperature may be used to substantiate this indication). 1In
general, a lens case used in heat disinfection should contain a
rubber gasket.

4. The vol une capacity of the | ens case (e.g., should be of
sufficient volume to assure that the |lens remains conpletely
i mer sed under conditions of use).

5. Certification that colorants used in the manufacture of the |ens
case are insoluble in water [this information is often found in
the material safety data sheet (MSDS)].

M cr obi ol ogy:

M crobi ol ogy testing requirenents for |ens cases are dependent upon
clains made in the labeling. In general, mcrobiology issues pertaining
to contact |ens cases are covered by the warning reconmended in the

| abel ing [see Section V (Labeling)].

Toxi col ogy:

Toxi col ogy data fromthe following tests conducted on both the plastic
and gasket materials should be provided:

1. Systemic Toxicity Test (see USP/NF XXI'1 for methodol ogy)
2. Acute CQcular Irritation Test

3. In-Vitro Cytotoxicity Test
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See Section VI (Reconmended Test Methods) Tox--Appendices A-B for
gui dance

CDRH is aware that suppliers of plastic and other materials generally
provi de MSDSs to manufacturers of devices using their materials.

Manuf acturers are encouraged to carefully scrutinize the information
provided in these MSDSs to determne if they contain the needed

toxi col ogy information before initiating the recormended tests. |If the
information is included on the MSDS, the MSDS may be provided in lieu of
t oxi col ogy data. MSDSs shoul d be provided in 510(k)s.

dinical:

Cinical data are generally not required to be submtted in a 510(k) for
| ens cases. However, manufacturers should consider the inpact of
design, materials and i ntended use on need for clinical performance

dat a.
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CONTACT LENS ACCESSORIES (e.g-, Mechanical Cleaning Aids and Accessory
Cleaning Pads)

Contact | ens accessories (e.g., mechanical cleaning aids and accessory
cl eani ng pads) are devices used as cleaning aids in conjunction wth
contact |ens cleaning solutions.

1

Mechani cal O eaning Aid: A nechanical cleaning aid may be
avai [ abl e as a hand or battery-operated or electrical device that
aids in cleaning contact |enses by generating ultrasound, tunbling
nmotions, or vibrations for the cleaning solution while it cleans.
It may also act as a receptacle during the rinsing or chem ca

di sinfecting steps in the |l ens care reginen.

Al t hough the nechani cal cleaning aid has not been officially
classified, in the past CDRH has eval uated requests for marketing
such devi ces through the 510(k) process. Wth the availability of
this special controls docunent, it is our present intention to
al | ow manufacturers of SE mechanical cleaning aids to | abel their
devices for use as accessories to approved contact |ens cleaning
sol uti ons.

Applicants are advised that if the new device contains a new
technol ogy, performance data (e.g., cleaning effectiveness) may be
required to denonstrate substantial equival ence. DOD should be
cont act ed concerning protocol devel opnent for performance data for
510(k)s for devices containing new technol ogy (tel ephone nunber at
the end of Introduction section).

Manuf act uri ng/ Chemi stry:

The followi ng information should be provided in the 510(k) for the
mechani cal cl eaning aids (as applicable):

a. a detailed description of the device and engi neering
dr awi ngs;
b. a node of action (e.g., ultrasound);
C. electric circuitry and safety features if applicable [e.qg.

for all electrical devices, certification that they conform
to the requirenents of applicable electrical safety
standards (e.g., UL 1431 entitled, "Personal Hygi ene and
Heal th Care Appliances")]; and

d. if the device generates heat when used according to the
directions in the | abeling, an assessnent of this affect on
the I ens paranmeters and durability.
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M cr obi ol ogy:

M crobi ol ogy testing requirenents for mechanical cleaning aids are
dependent upon clainms made in the |labeling. In general

sufficient m crobiol ogy data should be submitted to support al

cl ains being nmade in the | abeling.

Toxi col ogy:

Toxi col ogy data fromthe follow ng tests conducted on the
materials (e.g., gaskets, plastics, etc.) that cone in contact
wi th the solutions should be provided:

a. Systemc Toxicity Test (see USP/NF XXI| for nethodol ogy)
b. Acute Ccular Irritation Test
c. In-Vitro Cytotoxicity Test

See Section VI (Reconmended Test Methods) Tox--Appendices A-B for
gui dance

CDRH is aware that suppliers of plastic and other materials
general |y provide MSDSs to manufacturers of devices using their
materials. Mnufacturers are encouraged to carefully scrutinize
the information provided in these MSDSs to determine if they
contain the needed toxicology information before initiating the
reconmended tests. |If the information is included on the MSDS
the MSDS may be provided in lieu of toxicology data. MSDSs shoul d
be provided in 510(k)s.

dinical:

Cinical data are generally not required to be submtted in a
510(k) for mechanical cleaning aids. However, manufacturers
shoul d consi der the inpact of design, materials and intended use
on need for clinical performance data in order to provide adequate
directions for use of the device.

Accessory O eani ng Pads: Accessory cleaning pads are nmade of
materials that generally contain mldly abrasive surfaces. The
pads are intended to be used in conjunction with contact |ens
cl eaning solutions to aid in lens cleaning by mnimzing direct
contact with the hands.

Manuf act uri ng/ Chemi stry:

The foll owi ng manufacturing/chem stry information should be
provided in the 510(k):

a. conpatibility data that denmonstrate the cleaning pad will
not damaege (e.g., scratch) the | enses; and

b. a detailed description of the chem cal conponents of the
devi ce.
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M cr obi ol ogy:

The applicant should identify and provide information to address
all potential mcrobial concerns raised by reuse of the pad, if
the pads are to be reused, in which case cleaning instructions for
the pad should be provided. |In addition, appropriate |ens

cl eani ng instructions, warnings, and precautions should be

i ncluded in the |abeling.

Toxi col ogy:

The foll owi ng toxicol ogy informati on should be provided in the
510(k):

Dat a denonstrating that any materials comng in contact with
the cleaning solutions are not eye irritants. This

i nformati on may be provided in an MSDS or fromtesting
conducted in accordance with the Acute Ccular Irritation
Test found in Section VI (Recommended Test Methods) Tox--
Appendi x- A.

dinical:

Cinical data are not generally required to be submtted in a
510(k) for accessory cl eaning pads. However, manufacturers should
consi der the inpact of design, materials and intended use on need
for clinical perfornmance data.
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V. MODIFICATIONS OF APPROVED CONTACT LENS CARE PRODUCTS REQUIRING A 510(k):

A

A manufacturer with a PMA or a 510(k) for a contact |ens care
product may, for a variety of reasons, want to nodify the device

Based on our know edge and experience with contact |lens care
products, CDRH has listed the foll ow ng changes to approved care
products that could significantly affect safety and effectiveness
of the device and thus require 510(k) clearance under 21 CFR
807.81(a). These changes include, but are not necessarily limted
to, the foll ow ng:

1. a change in an active ingredient or concentration of the
active ingredient;

NOTE: Al though this guidance docunment focuses primarily on
active ingredients, manufacturers should al so assess the
effects of inactive ingredients (e.g., buffering agents and
tabl et coatings) on such factors as pH, tonicity,
preservative effectiveness, solution conpatibility with

| enses, and preservative uptake/release to determne if the
change significantly affects safety and effectiveness of the
device and, therefore, requires subm ssion of a 510(k).

2. addition of a new ingredient for ophthal mc use;

3. a change in preservative or preservative concentration in
sol uti ons;

4. a maj or change or nodification in the product specific

i ntended use of the device or indication for use (e.g.
additi on of performance information in the |abeling that
inplies that the device can be used for previously

unnenti oned product specific use such as adding a cl eaning
claimto a disinfecting solution to create a multi-purpose
solution or claimng that the device can be used for a
different type of |ens such as hydrophobi c when previously
hydr ophilic was indi cated);

5. changes in the directions for use affecting product
performance (e.g., decreased soak tines for disinfecting
solutions or periodic cleaners);

6. a change in the type of container/closure and delivery
systens of a contact lens solution [e.g., changing froma
plastic bottle to an aerosol can or changing froma chem ca
preservative systemto a physical barrier (e.g., filters)
preservative systemfor contact |ens solution];

7. changes in dosage form (e.g., adding tablet coatings for
time rel ease or changing froma liquid to tablet preparation
of the active agents); and
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addition or deletion of a contraindication

NOTE: WManufacturers should submit a Special 510(Kk)--Changes
Being Effected to add a contraindication. Applicants should
refer to existing FDA policy for guidance on deci di ng when
to submt a 510(k) for a l|abeling change to an existing
device. Deletion of a contraindication would be expected to
change the intended use and woul d, therefore, require

subm ssi on of a new 510(Kk).

Li sted bel ow are some exanpl es of changes that should not require
a 510(k) to be submtted provided the change adheres to current
FDA policies and is adequately docunented:

1

addition of private |abel distributors who are not
manuf acturing the product;

extension of the expiration date according to a
cl ear ed/ approved pr ot ocol

a change to a smaller or |arger size contai ner made from
identical materials provided stability studies are done
according to a cl eared/ approved protocol and product
specifications remain unchanged. |If the new container is no
nmore than 8 tinmes larger than the smallest size container
for which stability/sterility testing data have previously
been eval uated, no additional stability studies are
necessary. In accordance with 21 CFR 800.10(b), contact

| ens sol utions should be so packaged as to volune and type
of container to mnimze contam nation during use. The

| argest size product container currently marketed is a 16
fl. oz size. [See Section VI (Recommended Test Met hods,
Shel f-Life Protocol) in the Appendices];

changes in packaging material (e.g., high density

pol yet hyl ene to | ow density pol yet hyl ene) provided: (1) the
new materials nmeet USP requirenments (Containers for
Opht hal mi cs Pl astics--Biol ogi cal Test Procedures) and

| eachabl es do not cause eye irritation, (2) the new
materials do not conpronmise sterility package integrity, and
(3) shelf-life is re-established according to a

cl ear ed/ approved pr ot ocol

changes in contai ner shapes;

changes in trade nane provided the new trade nane does not
m sbrand the device

addi ng a new manufacturing site w thout changing the
manuf act uri ng processes;

reformatting or editorial changes in |abeling;
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11.

If after
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changes fromone traditional sterilization nethod utilized
for the sterilization of the final product, raw materials or
packaging materials to another traditional method (e.g.
fromETO to ganma radi ation) provided: (1) the new mnethod
meets an acceptable SAL (10°° for terminal sterilization and
10% for aseptic processing) and does not change the product
performance specifications and (2) shelf-life is re-

est abl i shed according to a cl eared/ approved protocol

docunent ed changes in nmanufacturing process that could not
significantly affect the safety or effectiveness of the
device and are inplenented i n accordance with GW

requi renents; and

addi ng or strengthening precautions or warnings in
accordance with existing FDA policy.

NOTE: Manufacturers shoul d nonitor device usage and
periodically revise their warnings and precautions sections
based on use experience. A 510(k) for such a change in
precauti ons or warnings generally does not require

subm ssion of a 510(k) unless the change results in a new

i ntended use. However, manufacturers should docunent these
changes in their files.

reviewi ng the above changes specifically identified in this
product specific gui dance docunment as needi ng a new 510(k), applicants
are unable to determ ne whether a 510(k) is required for a proposed
nodi fication to a contact |ens care product, they may consult existing
FDA policy (e.g., Blue Book Menoranduns) on nodifications needing a
510(k).
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LABELING

I nt roducti on:

This section of the guidance provides general information on the
applicable regul ations and requirements for |abeling of contact |ens
care products, what information should be submitted for review of a
510(k) for these devices, and gui dance on preparing |abeling for contact
| ens care products [e.g., contact |ens solutions and tablets, |ens
cases, heat disinfection units, salt tabl ets/capsules, and contact |ens
accessories (e.g., mechanical cleaning aids and accessory cl eaning
pads)] respectively.

Contact lens care products are subject to the general I|abeling

requi renents for all nedical devices outlined in 21 CFR 801. Contact
| ens solutions are further subject to 21 CFR 800.10, Contact Lens
Solutions; Sterility and 21 CFR 800. 12, Contact Lens Solutions and
Tabl ets; Tanper-resistant Packagi ng.

CDRH consi ders adequate |abeling to be an inportant safeguard (speci al
control) for assuring that new contact |ens care products are
substantially equivalent in ternms of safety and effectiveness to legally
mar ket ed devices. Applicants are encouraged to provide predicate device
| abeling in their 510(k) subm ssions.

Labeling Information Required in an Original 510(k) or 510(k) for a
Mbdi fi cati on:

Under 21 CFR 807.87(e), a 510(k) applicant is required to submt
proposed | abels, |abeling, and advertisements sufficient to describe the
device (conposition), its intended use (i.e., indications for use), and
the directions for its use. This basic information is required before
CDRH can render a substantial equival ence determ nation for either an
original 510(k) or for a 510(k) that includes nodifications (e.g.
changes in device description, intended use, or directions for use) if
the nodification significantly affects safety or effectiveness of the
device. In addition, manufacturers should submt a 510(k) before maki ng
a change such as adding or deleting a contraindication (see Section |V).

Regul at ory Qui dance

Information that generally acconpanies the sale and distribution of
contact lens care products can include, but is not I[imted to, such
printed matter as outer carton |abeling, bottle or device |abel, and
(for solutions) a package insert. CDRH considers such printed matter to
be | abeling as described in Section 201(m of the act, which al so

provi des general guidance as to the type of information that should be

i ncluded in contact |ens care product |abeling. Because l|abeling is not
approved when 510(k) clearance is granted, the manufacturer should be
advi sed that once the device is marketed, the device is required to be

| abel ed in accordance with applicable regul ati ons which include, anong
ot her things, prohibition against m sbranding and including fal se and

m sl eading information in the labeling. In order to avoid violating the
| abel i ng regul ati ons, applicants should scrutinize their labeling in
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draft for words or phrases that are exaggerated, potentially anbi guous,
or subjective as well as unsubstantiated statenents, clains, or puffery.
Such words or phrases in |abeling may be considered false or m sl eading,
and if marketed with false or m sleading clainms, could cause the

manuf acturer to be subject to regulatory action. CDRH urges applicants
to carefully adhere to pertinent |abeling regulations and DO NOT PRI NT
LABELING I N FINAL FORM until a substantial equivalency letter is
received.

Pertinent Labeling Regul ati ons:

- Definitions of "label"™ and "l abeling" [Sections 201(k) and 201(m
of the act].

- Information required in a premarket notification subm ssion
pertaining to labeling (21 CFR 807.87(e)).

- Ceneral Labeling Provisions (21 CFR 80l); Contact Lens Sol utions;
Sterility (21 CFR 800.10); and Contact Lens Sol utions and Tabl ets;
Tanper -resi stant Packagi ng (21 CFR 800.12).

- Expl anati on of what causes a device to be m sbranded and fal se and
m sl eadi ng | abeling (Section 502 of the Act, 21 CFR 80l .6, 807.39,
and 807.97).

The follow ng references or their nost recent revisions nmay be consulted for
further guidance:

1. Label i ng Regul atory Requirenents for Medical Devices. This
publication discusses such areas as advertising materi al
consi dered | abeling, what is fal se and m sl eadi ng | abel i ng,
adequate directions for use, and provides exanples of ways that
devi ce manufacturers can conply with |abeling requirenents.
Copi es of this publication can be obtained by contacting DSMA (fax
and tel ephone nunbers are at the end of the Introduction section).

2. Devi ce Label i ng Gui dance #@®1-1 (O fice of Device Evaluation Bl ue
Book Menorandum. This guidance provides detailed interpretations
of applicable Tabeling regulations, and can be obtai ned from DSVA
(fax and tel ephone nunbers are at the end of the Introduction

section).
3. Human Factors Principles of Medical Device Labeling. This
gui dance pertains to lTabeling for all nedical devices. It

contains basic principles for the effective design of instruction
bookl ets for nedical device use. Along with the principles are
sel ected exanpl es (graphics, cleaning steps, etc.) abstracted from
a generic nmodel booklet. These exanples do not contain al

el ements required by 21 CFR 80, but they enbody human factors
principles and may be used, along with predicate |abeling, as a
guide in witing your |abeling. This guidance is available by
contacting DSMA (fax and tel ephone nunbers are at the end of the

I ntroducti on section).
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Label i ng Exanpl es:

An outline and specific device information that should be included in
pre-fornul ated solution and tablet |abeling based upon predicate device
| abeling is provided in Labeling--Appendi x A

Label i ng- - Appendi x A al so includes an exanpl e of a package insert for
aerosol saline solution that incorporates principles taken froml abeling
entitled, "Inproved Patient Instructions for Care of Soft Contact
Lenses,"” that was prepared by a CDRH focus group based upon a study
using consumers and Wite-It-Right principles (Wite-lt-Ri ght booklet is
avai | abl e by contacting DSMA (fax and tel ephone nunbers are at the end
of the Introduction section).

Applicants are advised that although it is not required that they use
the exact wording in the product specific contraindications, warnings,
precautions, etc., provided in this outline, FDA recommends the basic
content not be changed. Thus, to avoid the potential for changes in
meani ng, we encourage applicants to exercise care.

An applicant may follow the format using Wite-It-Right principles or
follow the format in the nost recently marketed predi cate device
| abel i ng.

In cases where individual devices require uni que warnings, precautions,
contraindications, etc., in addition to those recomended in the
specific device information sections, applicants should provide
sufficient information in the 510(k) to support the inclusion of these
uni que statenents in their |abeling.

Label i ng- - Appendi ces B-F contain exanples of |abeling for |ens cases,
heat disinfecting units, salt tabl ets/capsules systens, and contact |ens
accessories (e.g., mechanical cleaning aids and accessory cl eaning
pads), respectively.

If further |abeling guidance is required, applicants may contact DOD
(fax and tel ephone nunbers are at the end of the Introduction section).



LABELI NG - APPENDI X A
Package Insert for Pre-Fornul ated Sol uti ons and Tabl ets

Label i ng- - Appendi x A includes (1) an outline and specific device information
that should be included in a package insert for pre-fornulated sol uti ons and
tablets, (2) an outline of specific device information that should be included
on the outer carton and bottle |abeling for these devices, and (3) an exanple
of a package insert for aerosol saline using Wite-It-Right principles.

In preparing | abeling, applicants should fill in the brackets by including
specific information pertaining to the device in the 510(k). Predicate device
| abel ing, the outline below, and the exanple provided in this section may be
used as further guidance.

SAMPLE PACKAGE | NSERT

PLEASE READ CAREFULLY AND KEEP THI S PACKAGE | NSERT FOR FUTURE USE

DESCRI PTI ON\:
[Include "sterile” if it is a solution; list active ingredients and quantitate
the preservative(s) 00.09% [optional, list inactive ingredients]. Wen
applicable, include the follow ng additional descriptive information

i sotonic

buf fered

pr eserved/ unpreserved

propel | ants

enzyme

tabl et, disk, or [describe]]
ACTI ONS:
[ ncl ude a concise description of the function of the device (i.e., how the
device works in relation to the contact lens). \When applicable, the actions
may be listed with the indications (i.e., |ND CATI ONS/ ACTIONS)] .
| NDI CATI ONS (USES) :

[l nclude a description of the proper use of the device. NOTE The
i ndi cati ons should be essentially the same as the predicate device.]

CONTRAI NDI CATI ONS:

Contrai ndi cati ons describe situations in which the device should not be used

because the risk of use clearly outwei ghs any possible benefit. |If there are
no contraindications, include the statenent: "There are no known
contraindications for use of this product.” Include all contraindications

specific to your device. Listed belowis a general contraindication



For all contact |ens pre-fornul ated sol utions:

- If you are allergic to any ingredient in this product, DO
NOT use.

- Add additional contraindications if applicable to specific
devi ce.

WARNI NGS

War ni ngs i nclude serious adverse reactions and potential safety hazards,
[imtations in use inposed by them and steps that should be taken if they
occur. Listed below are (1) general warnings that pertain to all pre-

fornmul ated sol utions and tablets and (2) product specific warnings. |Include
t hose general and specific warnings that apply to the device in the 510(k).
Ceneral War ni ngs:

- To avoid contam nation, DO NOT touch tip of container to any
surface. Replace cap after using.

- To avoid contam nating your solution, DO NOT transfer to other
bottl es or containers.

- Add additional warnings if applicable to specific device.
Product Specific Warnings:

Saline Solutions: Add the follow ng specific warnings follow ng heat
di sinfection (when applicable):

- To mnimze the risk of contam nation, keep |lenses in the unopened
case until ready to wear.
1. Aer osol Salines
. Contents under pressure, DO NOT spray directly into the eye
as serious injury to the eye may result.
- DO NOT puncture or incinerate can
- DO NOT store at tenperature above 120°F.
- Al ways spray a small amount of solution into the sink to

cl ear the nozzle of contam nants before spraying the saline
onto your | enses.

2. Unpr eserved Saline

- To minimze the risk of eye infection DO NOT use this
sol ution beyond the recomended di scard date.
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3. Unit Dose Saline

- This product is provided in a single dose package that does
not contain preservatives. To mnimze the risk of
cont am nati on and possi ble eye infection, DO NOT save and
reuse any unused saline. Discard the package i nmedi ately
after use.

Daily Cleaners:

- DO NOT use directly in the eye. Solution may cause severe
irritation, burning and stinging.

Periodic Cleaners:

- DO NOT di ssol ve enzyne tablets in distilled or tap water.
Distilled water and tap water are non-sterile. Use of non-
sterile products may |l ead to m crobial contam nation of
| enses which can cause serious eye infections.

- After cleaning with enzyne cl eaner, your |enses should be
cleaned with a daily cleaner, rinsed and disinfected.
Failure to do so may result in eye irritation, burning, or
stingi ng.

- DO NOT put solution directly in the eye as severe
irritation, burning and stinging may result.

Chemical Disinfecting Solutions/Systems and Conditioning Solution:

NOTE: No individual product within a chem cal disinfection reginen
shoul d be | abeled as the "disinfecting solution” unless it can neet the
primary criteria of the stand-al one m crobi ol ogy disinfection test (as
referenced in Section VI, Recommended Test Methods, M cro--Appendix B
Part 1). Chenical disinfection reginens which neet the regi nen
procedure criteria may be | abel ed, for exanple, as having a starting
solution and a finishing solution or as having a cleaning solution and a
soaki ng solution, but no individual product should be |abeled as the

di sinfecting sol ution.

- DO NOT use with heat (thermal) disinfection unless
specifically indicated in | abeling.

War ni ngs for Hydrogen Peroxide Disinfecting Solutions:

- KEEP [ TN] disinfecting solution (hydrogen peroxide) OUT OF
THE EYES. ALVWAYS USE [TN] (neutralizer) with [TN
di sinfecting solution to NEUTRALI ZE YOUR LENSES BEFORE
APPLYI NG THEM TO YOUR EYES. If [TN] disinfecting solution
accidentally conmes in contact with the eyes, it may cause
burni ng, stinging or redness. Renove your |ens(es)
i medi ately and flush your eyes with a | arge anount of water
or sterile saline. If burning or irritation continues, seek
pr of essi onal assi stance.
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- Keep [TN] disinfecting solution (hydrogen peroxide) out of
the reach of children. |If accidentally swallowed, an upset
stomach and vonmiting may result. Seek inmediate
pr of essi onal nedi cal assi stance or contact a poi son control
center.

- Not for use with heat (thermal) disinfection because [state
reason].

Warni ngs for Neutralizing Products (when applicable):

- This tablet is not to be taken internally. |If accidentally
swal | owed, an upset stomach and vomiting may result. Seek
i medi at e professional nedical assistance or contact a
poi son control center.

- DO NOT crush the [TN] Neutralizing Tablet. 1f a crack
occurs in the coating, the tablet may begin to neutralize
the [TN] Disinfecting Sol ution before adequate disinfection
occurs.

- DO NOT use [TN] Neutralizer disk for nmore than XXX uses or
XX nonths of daily use. [Note: Uses and tinme period to be
determ ned by testing data.]

War ni ngs for Conditioning Solutions:

- DO NOT use with soft (hydrophilic) contact |enses. Soft
(hydrophilic) contact |enses can absorb sol uti on conponents
that may cause severe irritation, burning and stinging of
t he eyes.

In-Eye Contact Lens Solutions:

- To mnimze the risk of contam nation and eye infection, DO
NOT use beyond the discard date on the bottle |abel (if
appl i cabl e).

The foll owi ng non-product specific warnings have been included in
predi cate device |labeling (as applicable) as a "public service”
announcenent :

Warnings for Hydrophilic Contact Lens Products:

Warnings: PROBLEMS W TH CONTACT LENSES AND LENS CARE PRODUCTS
COULD RESULT IN SERI QUS | NJURY TO THE EYE. Foll ow your eye care
practitioner's directions and all labeling instructions for proper
use and care of your lenses and |l ens care products, including the
| ens case. Eye problens, including corneal ulcers, can devel op
rapidly and lead to | oss of vision. Daily wear |enses are not

i ndi cated for overnight wear and should not be worn while
sleeping. dinical studies have shown the risk of serious adverse
reactions is increased when these | enses are worn overni ght.

Ext ended wear | enses should be regularly renoved for cleaning and
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di sinfection or for disposal and replacenment on the schedul e
prescribed by your eye care practitioner. dinical studies have
shown that there is an increased incidence of serious adverse
reactions in extended wear contact |ens users as conpared to daily
wear contact lens users. Studies have al so shown that the risk of
serious adverse reactions increases the |onger extended wear

| enses are worn before renoval for cleaning and disinfection or
for disposal and replacenent. Studies have al so shown t hat
snokers have a higher incidence of adverse reactions. |If you
experi ence eye disconfort, excessive tearing, vision changes, or
redness of the eye, imedi ately renove your |enses and pronptly
contact your eye care practitioner. Al contact |ens wearers
shoul d see their eye care practitioner as directed.

Warnings for Hydrophobic Contact Lens Products:

Warnings: PROBLEMS W TH CONTACT LENSES AND LENS CARE PRODUCTS
COULD RESULT IN SERI QUS | NJURY TO THE EYE. Fol |l ow your eye care
practitioner's directions and all labeling instructions for proper
use and care of your lenses and |l ens care products, including the
| ens case. Eye problens, including corneal ulcers, can devel op
rapidly and lead to | oss of vision. Daily wear |enses are not

i ndi cated for overnight wear and should not be worn while
sleeping. |If you experience eye disconfort, excessive tearing,

vi sion changes, redness of the eye, inmediately renove your | enses
and pronptly contact your eye care practitioner. Al contact |ens
wearers should see their eye care practitioner as directed.

Listed below is a general warning taken fromthe Wite-I1t-R ght exanple
that applies to both soft (hydrophilic) and rigid gas perneabl e contact
| enses:

Warning: Serious injury to the eye and | oss of vision may result
fromproblens with contact | enses and | ens care solutions. Eye
probl ems, including corneal ulcers and infections, can devel op
rapidly. Imediately renove your |lenses and call or visit your
eye care practitioner if you experience any adverse reactions such
as: eye disconfort, excessive tearing, vision changes, pain,
unusual eye discharge, sensitivity to light, or redness of the
eye.

PRECAUTI ONS:

Precautions include information regardi ng any special care to be
exerci sed by the user for the safe and effective use of the device.

Li sted below are (1) general precautions that pertain to all pre-
fornmul ated sol utions and tablets and (2) product specific precautions.
I ncl ude those general and specific precautions that pertain to the
device in the 510(k).

CGeneral Precautions:

- Never reuse this sol ution.
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Keep the bottle tightly closed when not in use.

Speci al Storage Conditions.

Use before the expiration date narked on the [carton]
[bottle] and [l abel] (use applicable).

Keep out of the reach of children

Store at roomtenperature (if applicable).

Speci fic Precautions:

Daily Cleaners:

Lenses shoul d never be placed directly in the eyes fromthe
cl eaning solution. Always rinse and disinfect |enses after
cl eani ng.

Periodic Cleaners:

Tablets are not to be taken internally. |If accidentally
swal | owed, [describe what may occur and neasures to be

t aken] .

DO NOT use tablets that are broken or discol ored.

DO NOT use tablets from packages that are torn or punctured.
Use only the special vials reconmended for use with [TN].

Use only freshly prepared enzymatic cl eani ng sol uti on and
di scard inmedi ately after use

DO NOT soak | enses for nore than XX hours because [state
reason as determ ned by test data (if applicable)].

The enzymatic cleaning cycle is not a substitute for regular
cl eaning or disinfecting of your contact |enses.

Chemical Disinfecting Solutions/Systems:

Hydr ogen Per oxi de Systens:

DO NOT USE OVER- THE- COUNTER GENERI C HYDROGEN PEROXI DE
because [state reason].

Neut ral i zi ng Products:

DO NOT use tablets that appear to be broken, chipped, or
di scol or ed.

DO NOT use tablets from packages which are torn or
punct ur ed.



- DO NOT substitute [TN] Neutralizer conmponents;
- DO NOT use neutralizing tablets in a heat disinfection unit.
In-Eye Contact Lens Solutions (Lubricating/Rewetting Drops):

- Add precautions that are specific to the device in the
510(k).

ADVERSE REACTI ONS ( Probl enrs and what to do):

Adver se reactions include undesirable effects, reasonably associated with the
use of the device, that may occur as part of the effect of the device or may
be unpredictable in their occurrence.

[Include the follow ng, as applicable to the device in the 510(k).]

The foll owi ng problenms may occur: eyes sting, burn or
itch(irritation),confort is |less than when lens was first placed on the
eye, feeling of something in the eye (foreign body, scratched area),
excessive watering (tearing) of the eye, unusual eye secretions, redness
of the eye, reduced sharpness of vision (poor visual acuity), blurred

vi sion, rainbows or hal os around objects, sensitivity to |ight

(phot ophobi a), or dry eyes.

If you notice any of the above:

| MVEDI ATELY REMOVE YOUR LENSES.

- If the disconfort or problemstops, then | ook closely at the |ens.

- If the lens is in any way damaged, DO NOT put the |ens back on
your eye. Place the lens in the storage case and contact your eye
care practitioner.

- If the lens has dirt, an eyelash, or other foreign body on it, or
t he probl em stops and the | ens appears undanmaged, thoroughly
clean, rinse and disinfect the lens, then reinsert it.

- If the problem continues, | MVEDI ATELY renpve the | ens and consult
your eye care practitioner

If any of the above synptons occur, a serious condition such as

i nfection, corneal ulcer, neovascularization or iritis may be present.
Seek i medi ate professional identification of the problemand pronpt
treatment to avoid serious eye damage

Al'l adverse reactions observed while using [TN] should be reported to:

Nane of Conpany
Addr ess

L g
/) 1- 800- [ phone nunber] /)



64

[Insert information from predicate device | abeling and any ot her
information that is specific to the device in the 510(Kk).]

DI RECTI ONS FOR USE

CGeneral Instructions:

Al ways wash and rinse your hands before handling your lenses. This wll
help to prevent eye infections by renoving dirt and oils that could get
on the | enses.

Use only the solutions recommended by your eye care practitioner. Seek
advice fromyour eye care practitioner before naking any changes to your
care reginen to ensure conpatibility with | enses.

Al ways follow the directions for use in the |abeling included with each
solution as instructions may be different for each solution

Specific Instructions: [Include specific Directions for Use (e.g., directions
for a disinfecting reginmen should describe all steps in the regi nen usi ng non-
descriptive headings such as Step 1, Step 2, Step 3...), Directions for a

di sinfecting product (stand-alone) may describe the specific steps in the

regi men using descriptive headings (e.g., Ceaning, D sinfection, R nsing...]

HOW SUPPLI ED

[ Descri be how device is packaged for distribution (e.g., quantity of contents,
sterile, packaged in bottle/aerosol can, and narked with | ot nunber and
expiration date).]

MANUFACTURER OR DI STRI BUTOR NAME AND ADDRESS:

Include the information that expresses the facts: [Distributed
by/ Manuf act ured by/ Manuf actured for] Address including zip code.

Printed [Month and Year]

Note:

MULTI-PURPOSE SOLUTIONS

Label ing for multi-purpose solutions should conbine the Description
Actions, Indications (Uses), Precautions, Warnings, and Directions for
Use statenments for each applicable indication (e.g., saline,

di sinfecting solution, cleaner). Duplicate words or phrases can be
elimnated so that the resulting information is clear and
understandable. Strict attention should be paid to the |abeling for
this product to assure that adequate directions for use (e.g., rubbing
and rinsing tines for daily cleaning, soak times for disinfection, and
maxi mum storage tines follow ng disinfection) are provided for al

i ntended uses identified above. A contact |ens solution that cannot
performall of the functions indicated in the |abeling should not be

| abel ed as a multi-purpose contact |lens care solution



APPENDI X A ( CONTI NUED)

* *
* kK

Bott| e/ Can Label :

Front:

Product Trade Nane

Actions and Indications (e.g., cleans, disinfects, etc.)*
Lens Statenent [i.e., the type of |enses for which the device
may be used (e.g., RGP or soft (hydrophilic) |enses)]

Net Quantity Contents**

Sterile

Si de or Back:

[ Dat e Opened /or Discard Date ] (when

appl i cabl e) «Tanper - Resi stant Statenent ***

Description (i.e., Contents)

SEE PACKAGE | NSERT FOR. .. | MPORTANT SAFETY | NFORVATI ON.
Directions for Use

Speci al Storage Conditions (e.g., store at roomtenperature)
Keep out of Reach of Children

Product Specific Warnings

Insert the information that expresses the facts: [Distributed
by/ Manuf act ured by/ Manuf actured for] Address including zip code
Lot Number

Expiration Date

21 CFR 801.61
21 CFR 801. 62
21 CFR 800. 12

65
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APPENDI X A ( CONTI NUED)

* *
* kK
*kk*k

Carton:

Princi pal D splay Panel *:

Product Trade Nane

Actions and Indications** (e.g., cleans, disinfects, etc.)
Lens Statenent (i.e., the type of |enses for which the device
may be used)

Net Quantity Contents***

Sterile

Carton Panel s:

Description (i.e., Contents)
Contrai ndi cati ons:

- If you are allergic to any ingredient in this device, DO NOT
use.
- Any additional known contraindi cations for specific device.

Directions for Use (or reference Package Insert)

Speci al Storage Conditions (e.g., store at roomtenperature)
SEE PACKACE | NSERT FOR. .. | MPORTANT SAFETY | NFORMATI ON.

Keep out of Reach of Children

Tanper - Resi stant St atenment ****

Product Specific Warnings

Insert the information that expresses the facts: [Distributed
by/ Manuf act ured by/ Manuf actured for] Address including zip code
Lot Number

Expiration Date

21 CFR 801. 60
21 CFR 801.61
21 CFR 801. 62
21 CFR 800. 12



APPENDI X A ( CONTI NUED)

Package Insert Using Wite-it-Ri ght Principles

I ncl uded below is an exanpl e of a package insert for aerosol saline solution
Thi s exanpl e incorporates principles taken fromlabeling entitled, "Inproved
Patient Instructions for Care of Soft Contact Lenses," that was prepared by a
CDRH focus group based upon a study using consunmers and Wite-1t-Ri ght
principles. This exanple differs sonewhat in format from predicate device
package inserts in that sone sections have been rearranged, while others have
been conbined in an effort to elimnate duplication. In witing this package
insert, icons were used to focus on various information. Warnings and
precauti ons were boxed and strategically placed throughout the package insert
to highlight the consuner’'s awareness to special considerations. Applicants
devel opi ng new | abeling or needing to bring their |abeling up to date may
choose to follow this sanple package insert format or follow the format in
predi cate device | abeling.

SAMPLE PACKAGE | NSERT FOR MULTI - DOSE UNPRESERVED SALI NE
(packaged in aerosol container)
IMPORTANT: Please read carefully and keep this information for future use.

[ Trade Nanme (TN)]

WARNI NG

Serious injury to the eye and | oss of vision may result
fromproblens with contact | enses and | ens care
solutions. Eye problens, including corneal ulcers and

i nfections, can develop rapidly. Imediately renove
your | enses and call or visit your eye care practitioner
if you experience any adverse reactions such as: eye

di sconfort, excessive tearing, vision changes, pain,
unusual eye discharge, sensitivity to light, or redness
of the eye.

[Note: Use only those indications included in the labeling that have been
approved in a PMA or cleared in a 510(k).]

| NDI CATI ONS/ ACTI ONS

[TN] saline is indicated for use with (specify type) contact |enses for
rinsing after cleaning to renove | oosened debris and cl eani ng sol ution
rinsing prior to lens insertion, keeping | enses wet during heat disinfection,
storage after disinfection, as a diluent for dissolving I ens care tablets
(e.g., enzyme or disinfecting tablets), and as a diluent for use in hydrogen
per oxi de disinfection systens (limted use).



DI RECTI ONS FOR USE:
CGeneral Instructions:

Al ways wash and rinse your hands before handling your lenses. This wll
help to prevent eye infections by renoving dirt and oils that could get
on the | enses.

Use only the solutions recommended by your eye care practitioner. Seek
advice fromyour eye care practitioner before naking any changes to your
care reginen to ensure conpatibility with | enses.

Al ways follow the directions for use in the |abeling included with each
solution as instructions may be different for each solution

WARNING

To avoid contam nating your solution or your |enses:

- DO NOT transfer this solution into other bottles or
cont ai ners.

- DO NOT touch nozzle tip of the can to any surface.
STEP 1. Rl NSE

WARNING

- Contents under pressure, DO NOT spray directly into the
eye, as serious injury to the eye may result.

- Al ways spray a small amount into the sink to clear the
nozzl e of contam nants before spraying the saline onto
your | enses.

& Rinse the lens thoroughly with fresh saline solution. Direct a
stream of saline on both sides of the lens for at |east 10
seconds.

STEP 2. HEAT DI SI NFECTI ON

& Pl ace each lens in the appropriate chanmber of the storage case.

& Fill each chanber with enough [TN] to conpletely cover the |enses.

& Close the lens case tightly so that the lens will not dry out.

&

Pl ace the | ens storage case in your heat disinfection unit.



& Foll ow the instructions that cone with your heat disinfection
unit.
& Keep the lenses in the unopened | ens case until you are ready to
wear them
CAUTI ON
- Never reuse the solution
- Store at room tenperature
- Keep out of reach of children
- Use before expiration date marked on the contai ner
WARNI NG
- To minimze the risk of contamination, DO NOT store
I enses in saline that has not been heat disinfected.
WARNI NG
CONTENTS UNDER PRESSURE
- DO NOT puncture or incinerate can
- DO NOT store at tenperatures above 120°F.

NOTE: This product may be used to dissolve enzyne tablets or as a
neutralizing solution in some hydrogen peroxide systens. Followthe
Directions for Use in the | abeling acconpanying your enzyne tablets or
hydr ogen peroxi de system

Al'l contact lens wearers should see their eye care practitioner as often
as directed. If your lenses are for extended wear, your eye care
practitioner may prescribe nore frequent visits to carefully nonitor
your ocul ar heal t h.

DESCRI PTI ON/ CONTENTS:

[TN] is a sterile isotonic [the follow ng as applicable: buffered/

unpreserved] solution containing [list all ingredients including any

propellant(s)].

CONTRAI NDI CATI ONS:

There are no known contraindi cations for use of this product OR

If you are allergic to any ingredient in [TN], DO NOT use.
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ADVERSE REACTI ONS:

All

adverse reactions observed while using [TN] should be reported to:

Nane of Conpany
Addr ess

L g
/) 1- 800- [ phone nunber] /)

HOW SUPPLI ED:

[ TN]
t he

is supplied sterile in [] fl. oz. aerosol cans. Each can is marked wth
| ot nunmber and expiration date.

Insert the information that expresses the facts: [Distributed by/ Manufactured
by/ Manuf actured for] Address including zip code

Printed [Month and Year]



LABELI NG - APPENDI X B

Lens Cases
[ ncl ude applicable information under the foll owi ng headings. Applicants
shoul d use predicate device |abeling as gui dance].
TRADE NAME
| NDI CATI ONS:  For storage of [soft (hydrophilic)/rigid gas perneabl e/ and hard]
contact |enses during [heat disinfection/heat or chem cal disinfection (use
applicable)].

Include additional Iimting information (if applicable):

- For storage only - not for use as a container for heat or
chem cal disinfection.

- Use for storage during chenical disinfection only. DO NOT
USE W TH HEAT.

DI RECTI ONS FOR USE

Ceneral Instructions: [Include preparing the | ens case for use and how
to care for the |lens case daily.]

Specific Instructions: [Include step-by-step instructions for use.]
WARNI NGS
Warning for All Lens Cases:

- Lens cases can be a significant source of mnicrobial contam nation
To hel p prevent eye infections, |ens cases should be cl eaned,
rinsed and air dried every day; and replaced frequently (as
recomended by the manufacturer).

Warning for Lens Cases Indicated for Use in Chenical Disinfection Only:

- Use of this lens case with heat may cause warpage. USE FOR
STORAGE DURI NG CHEM CAL DI SI NFECTI ON ONLY. DO NOT USE W TH HEAT.
ENDI NG
- Include the information that expresses the facts: [Distributed

by/ Manuf act ured by/ Manuf actured for] Address including zip code
- Lot No.
- Printed [Month and Year]



LABELI NG - APPENDI X C
Heat Disinfection Units

Applicants should follow the format of predicate device |abeling for heat
di sinfection units.

The heat disinfection unit |abeling should conply with 21 CFR 801. 15, "Medi cal
devi ces; prom nence of required | abel statenents,” and 21 CFR 801. 60,
"Principal display panel.”

Heat disinfection |abeling should contain explanatory |abeling of the heat

i ndi cator function. Listed below are nodels of what shoul d be m ninal
acceptabl e |l abeling pertaining to indicator and heater function for contact

I ens heat disinfection units that utilize either a thernostat or electronic
timer to automatically control the disinfection cycle. The applicant should
pi ck the appropriate indicator information and integrate it into the |abeling.

Al ternate wordi ng may be used, but the neaning of all |abeling statenents
shoul d be unchanged. Enphasis shown in the nodel |abeling by use of uppercase
lettering is considered to be essential. Both carton and user instruction

par agr aphs shoul d be | ocated and enphasi zed by use of bold faced type or
contrasting color so as to elicit the attention of the user

1. MODEL LABELI NG FOR UNI TS W TH LI GHT FOR PGOSI TI VE FUNCTI ON/ FAI LURE
I NDI CATOR

Package Label i ng:

Princi pal D splay Panel

HEATER | NDI CATOR LIGHT - This unit uses a light to indicate the
start and finish of the disinfection cycle.

READ USER | NSTRUCTI ONS CAREFULLY
Any Panel

THE UNIT HAS A LIGHT TO | NDI CATE THE START AND FI NI SH OF THE

DI SI NFECTI ON CYCLE THAT ONLY LI GHTS WHEN THE HEATER IS ON.  ALLOW
M NUTES COOLI NG TI ME AFTER THE LI GHT GOES OFF BEFORE REMOVI NG

LENSES.

User Instructions:

CAUTI ON:  (Qoserve the light indicator to confirmthat the unit is
operating correctly. It nust turn on when the unit is started and
turn off after to m nutes. REPLACE THE UNIT if the Iight

does not turn on when the unit is started or does not turn off
wi thin m nutes after being started.
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MODEL LABELI NG FOR UNI TS WTH A TEMPERATURE SENSOR ( NON- LI GHT) | NDI CATCR
FOR PGCSI TI VE FUNCTI ON/ FAI LURE | NDI CATOR

Package Label i ng:

Princi pal D splay Panel:

HEAT SENSOR - This unit uses a heat sensor to indicate the start
and finish of the disinfection cycle by (describe how).

READ USER | NSTRUCTI ONS CAREFULLY
Any Panel :

THE UNIT HAS A HEAT SENSI Tl VE | NDI CATOR THAT TELLS WHEN

DI SI NFECTI ON STARTS BY CHANG NG FROM TO AND TELLS
WHEN THE UNIT IS COOL ENOUGH TO REMOVE LENSES SAFELY BY CHANG NG
FROM TO .

User Instructions:

CAUTI ON:  (Cbserve the heat sensor to confirmthat the unit is
operating correctly. It nust change from to after
starting the disinfection cycle. Cbserve the heat sensor again
after conpletion of the disinfection cycle and prior to unpluggi ng
the unit. It nust change back from to . REPLACE THE
UNIT if the heat sensor does not change.

Carton Label:
TRADE NANME:
| NDI CATI ONS:
DI RECTI ONS FOR USE:
Before First Use: [Provide necessary instructions.]

Heat (Thermal) Disinfection: [Provide step-by-step instructions
for disinfecting | enses.]

Mai nt enance of Your Heat Disinfection Unit [Provide necessary
mai nt enance instructions.]

CONTRAI NDI CATIONS:  [DO NOT use with rigid gas perneable or hard contact
| enses. ]
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WARNI NGS:

Ceneral War ni ngs:

DO NOT | MVERSE OR RINSE UNIT I N TAP WATER. | F SALI NE, WATER, OR
OTHER LI QUIDS COVE | N CONTACT WTH THE EXTERIOR OF THE UNIT,
, AND , | MMEDI ATELY W PE DRY BEFORE

USI NG

[ ncl ude ot her general warnings as applicable.]

Warni ngs for Electrical Device (as applicable):

SAVE THESE | NSTRUCTI ONS:

To reduce the risk of electrocution:

- DO NOT operate your [TN] if the unit is wet. Dry exterior
surfaces before using.

- DO NOT touch the [TN] or the renovable electrical plug with
wet hands.

- Al ways unplug this product i mediately after using.

- DO NOT use whil e bat hi ng.

- DO NOT pl ace or store product where it can fall or be pulled

into a bath or sink.
- DO NOT place in or drop into water or other |iquid.

To reduce the risk of burns, electrocution, fire or injury:

- Cl ose supervision is necessary when this product is used by,
on, or near children or invalids. This is not a toy for
chil dren.

- Never operate this product if it has a danaged cord or plug,

if it is not working properly, if it has been dropped or
damaged, or dropped into water.

- DO NOT use outdoors or operate where aerosol products are
bei ng used or where oxygen i s being adm ni stered.

- El ectrical shock can occur if the unit is wet or if the
electrical plug is not conpletely engaged in the receptacle.

DESCRI PTI ON:  [Include description of device, including indicator
and how it works.]



ENDI NG Include the information that expresses the facts:

- [Distributed by/ Manuf actured by/ Manufactured for] Address
i ncluding zip code

-